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DRUG  DEVELOPMENT  COLLABORATION  BE- 
TWEEN NON-PROFIT  FEDERAL  SUPPORTED 
RESEARCH  LABS  AND  DRUG  MANUFACTUR- 
ERS: WHO  OWNS  THE  RESULTS?  HOW 
SHOULD  THEY  BE  PRICED? 


THURSDAY,  MARCH  11,  1993 

House  of  Representatives, 
Subcommittee  on  Regulation,  Business 

Opportunities,  and  Technology, 

Committee  on  Small  Business, 

Washington,  DC. 

The  subcommittee  met,  pursuant  to  notice,  at  9:38  a.m.,  in  room 
2359-A,  Rayburn  House  Office  Building,  Hon.  Ron  Wyden,  (chair- 
man of  the  subcommittee)  presiding. 

Chairman  Wyden.  The  subcommittee  will  come  to  order.  Today, 
the  Subcommittee  on  Regulation,  Business  Opportunities,  and 
Technology  continues  its  2-year-long  inquiry  into  the  pricing  of 
drugs  and  medical  devices  which  is  the  result  of  cooperation  be- 
tween taxpayer-supported,  nonprofit,  research  laboratories  and  the 
pharmaceutical  industry. 

The  potential  importance  to  the  Nation's  public  health  of  this 
medical  research  collaboration  is  not  in  dispute.  From  these 
projects  flow  life-enhancing  treatments  for  cancer,  medications  for 
cardiovascular  disease,  and  cures  for  diseases  and  conditions  that 
formerly  meant  death  or  a  lifetime  of  disability  for  many  of  our 
fellow  citizens. 

But  this  collaboration  over  time  also  has  cemented  the  economic 
foundation  of  a  very  large,  very  profitable  industry.  On  a  continu- 
ing and  increasing  basis,  the  pharmaceutical  industry  mines  a 
mother  lode  of  valuable  medical  discoveries  from  a  laboratory 
system  that  Federal  taxpayers  support  with  almost  $10  billion  per 
year.  Of  this  $10  billion,  $3  dollars  of  every  $4  go  to  a  university  or 
independent  lab. 

The  Federal  administrators  who  supervise  this  system  appear  to 
have  little  control  over  the  prices  charged  by  private  drug  manu- 
facturers, who  are  their  partners  in  either  project-specific  or  broad- 
based  research  ventures.  This  system  results  in  the  commercializa- 
tion of  drugs  discovered  and  developed  in  Federal  laboratories, 
then  priced  out  of  sight  by  the  pharmaceutical  industry. 

Today,  the  subcommittee  turns  to  the  experience  of  private,  non- 
profit research  labs,  some  in  universities,  some  independent,  receiv- 
ing significant,  if  not  a  majority,  of  their  annual  operating  budget 
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through  Federal  grants.  In  1991,  for  example,  the  top  25  independ- 
ent and  university  labs  received  over  $5  billion  in  Federal  awards, 
mostly  through  NIH  grants. 

Of  special  interest  to  the  subcommittee  are  the  instances  where 
private  nonprofit  research  institutes,  receiving  the  bulk  of  their  fi- 
nancial support  from  the  Federal  Government,  sign  exclusive  tech- 
nology transfer  agreements  with  private  drug  companies.  Such 
agreements,  by  definition,  can  be  extremely  detrimental  to  small 
business  because  they  create  monopolies  dominated  by  very  large 
multinational  pharmaceutical  corporations  that  reduce  market- 
place competition  in  our  country. 

As  a  case  study,  the  subcommittee  intends  to  use  a  major  10- 
year-long  agreement,  entered  into  by  the  Sandoz  Corp.  of  Basel, 
Switzerland,  and  the  Scripps  Research  Institute  of  La  JoUa,  CA. 
Scripps  gets  most  of  its  operating  funds,  almost  $100  million  per 
year,  from  the  Federal  taxpayer. 

It  has  signed  an  exclusive  technology  transfer  agreement  with 
Sandoz,  which  will  supersede  an  already  existing  exclusive  ar- 
rangement between  Scripps  and  Johnson  &  Johnson  Corp.  As  a 
result  of  the  agreement,  Sandoz  will  have  access  to  approximately 
$1  billion  worth  of  federally  supported  research. 

A  billion  dollars  is  obviously  a  lot  of  taxpayer  money.  One  would 
hope  that  the  Government  would  scrutinize  how  it  was  being  spent. 
But  in  this  case,  the  key  Government  agency  was  neither  informed 
nor  consulted  about  the  deal.  We  have  a  situation  where  the  labs 
and  the  drug  companies  have  been  romancing  each  other,  cutting 
sweetheart  agreements,  and  jilting  the  taxpayer. 

Here  is  one  for  Ripley.  This  apparently  is  standard  operating 
procedure. 

The  Scripps-Sandoz  deal  raises  many  troubling  questions.  First, 
are  some  federally  supported  research  institutions  under  no  legal 
obligation  to  even  show  the  Government  the  agreements  that  they 
have  entered  into  with  private  drug  companies? 

Second,  is  the  Federal  Government  bolstering  the  profit  margin 
of  a  large  foreign  corporation?  Competition  is  frozen  in  the  United 
States,  decreasing  market  access  for  small  companies,  and  probably 
encouraging  higher  drug  prices  for  our  consumers. 

In  addition,  it  appears  that  the  Federal  Government  has  turned 
a  blind  eye  toward  conflict  of  interest  risks  involving  key  adminis 
trators  or  researchers  at  these  tax  exempt,  federally  subsidized  in 
stitutions.  Drug  companies  may  reward  these  individuals  with  con 
suiting  contracts  and  equity  ownership  incentives.  Clearly,  thest 
sweetheart  deals  can  bias  decisions  made  by  these  key  lab  person 
nel  in  two  respects;  First,  the  research  direction  taken  by  the  feder 
ally  subsidized  labs,  and  second,  who  gets  to  market  the  results. 

However,  in  response  to  pressure  from  the  drug  industry,  botl 
the  Department  of  Health  and  Human  Services  and  the  previoui 
administration  squelched  conflict  of  interest  regulations  intendet 
to  discourage  misuse  of  Federal  grants,  resulting  in  an  atmosphen 
of  troubling  entrepreneurship  among  insiders  at  these  labs.  This  i 
unacceptable. 

Because  of  our  concern  with  potential  conflicts  of  interest,  th 
subcommittee  will  examine  evidence  that  a  key  administrator  a 
Scripps  has  a  lucrative  consulting  contract  with  Sandoz,  the  drU; 


manufacturer  who  enjoys  an  exclusive  technology  transfer  agree- 
ment with  the  laboratory. 

The  subcommittee  will  look  at  whether  this  arrangement  influ- 
ences research  decisions  at  the  lab?  Whether  the  public  interest  is 
protected? 

For  the  record,  Johnson  &  Johnson  Corp.  and  the  Sandoz  Corp. 
have  both  been  invited  to  attend  the  subcommittee's  hearing.  They 
have  declined  the  subcommittee's  invitation  to  testify,  although 
both  have  submitted  written  statements  to  the  hearing  record  at 
the  subcommittee's  request.  Without  objection,  those  statements 
will  be  included  in  the  record. 

[The  statements  may  be  found  in  the  appendix.] 

Chairman  Wyden.  The  Chair  notes  that  the  National  Institutes 
of  Health,  at  the  subcommittee's  request,  is  looking  beyond  the 
Scripps-Sandoz  and  Scripps-Johnson  &  Johnson  deals.  The  National 
Institutes  of  Health  is  trying  to  define  the  extent  of  similar  ar- 
rangements throughout  its  grantee  community.  Moreover,  NIH  is 
surveying  more  than  a  hundred  research  institutions  receiving 
NIH  money. 

Dr.  Bernadine  Healy,  the  National  Institutes  of  Health  director, 
will  testify  today  on  the  progress  of  her  inquiry,  and  the  specifics  of 
the  Scripps-Sandoz  and  Scripps-Johnson  &  Johnson  collaborations. 

Beyond  the  question  of  pricing  of  products,  these  deals  raise 
many  issues  which  are  of  critical  concern  to  scientists,  the  Govern- 
ment, taxpayers,  and  small  business. 

How  will  this  deal  affect  normal  interchange  between  scientists 
within  and  outside  of  Scripps,  and  how  will  it  affect  the  course  of 
ground  breaking  science?  Will  a  Scripps  scientist  whose  bread  is 
not  only  buttered  but  paid  for  by  Sandoz  be  barred  from  speaking 
to  colleagues  at  the  University  of  Oregon,  or  at  Georgetown? 

What  kinds  of  controls  exist  to  prevent  an  unscrupulous  adminis- 
trator from  selling  access  to  the  lab  for  what  amounts  to  a  profes- 
sional or  financial  gain? 

In  addition,  do  our  drug  companies  have  the  same  kind  of  access 
to  public-supported  labs  in  foreign  countries  that  foreign  companies 
appear  to  have  to  ours? 

In  the  Chair's  view,  Government  acquiescence  to  arguments  by 
federally  supported  research  institutions  that  drug  company  col- 
laboration deals  should  remain  secret  would  be  irresponsible  in  the 
extreme.  Continued  refusal  to  share  this  information  ought  to  be 
grounds  for  divorce,  and  certainly  the  withholding  of  Federal  grant 
funds. 

Finally,  the  Chair  notes  that  there  are  substantial  questions  as 
to  whether  the  Scripps  deals  comply  with  the  Bayh-Dole  Act,  which 
is  the  principal  Federal  technology  transfer  law. 

The  Chair  will  take  special  interest  in  this  issue,  and  intends  to 
examine  specifically  the  impact  of  these  deals  on  small  business, 
and  the  encouragement  of  monopolistic  pricing  practices  on  impor- 
tant new  drugs. 

[Chairman  Wyden's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  The  Chair  would  also  like  to  note  that  there  is 
absolutely  nothing  partisan  about  the  issue  of  promoting  technolo- 
gy transfer  among  small  business,  ensuring  that  the  tax  funds  are 


well  spent,  and  protecting  our  consumers  against  price  gouging. 
That  is  not  the  way  that  this  subcommittee  does  its  business. 

We  are  pleased  to  welcome  our  new  ranking  minority  member, 
the  gentleman  from  Texas,  Mr.  Combest,  and  recognize  him  for  his 
opening  statement  at  this  time. 

Mr.  Combest.  Thank  you  much,  Mr.  Chairman.  I  appreciate  your 
kind  remarks. 

Mr.  Chairman,  I  want  to  first  say  that  I  look  forward  to  working 
with  you  in  a  bipartisan  manner  on  the  many  real  problems  facing 
the  Nation's  20  million  small  businesses. 

I  believe  that  there  are  serious  policy  questions  that  need  to  be 
addressed,  many  of  which  you  addressed  in  your  opening  remarks, 
in  connection  with  collaborative  biomedical  research  agreements 
between  private  research  institutions  and  their  industrial  partners. 

However,  I  also  have  some  concerns  as  to  why  the  subcommittee 
is  focusing  on  only  two  players  in  this  area.  Hundreds  of  such 
agreements  have  existed  since  Congress  enacted  the  Bayh-Dole  Act 
of  1980. 

Because  of  past  requests  from  the  subcommittee,  the  National  In- 
stitutes of  Health  has  asked  103  universities  and  private  research 
institutions  for  all  information  that  may  have  been  collected  about 
institutions  receiving  significant  Federal  funding. 

I  am  concerned  that  by  focusing  on  only  one  agreement,  the 
Sandoz-Scripps  agreement,  that  there  is  an  appearance  of  an  im- 
propriety which  may  not  exist. 

Furthermore,  Mr.  Chairman,  it  is  my  understanding  that  NIH 
has  received  little  or  no  response  from  the  many  institutions  con- 
tacted. While  NIH  has  received  some  information  on  the  agree- 
ment between  Scripps  and  Sandoz,  my  understanding  is  that  few 
others  who  are  scheduled  to  testify  here  today  have  seen  the  agree- 
ment in  question.  I  also  understand  that  this  agreement  has  not 
been  completely  finalized,  and  would  not  go  into  effect  for  years. 

Mr.  Chairman,  the  biotechnology  field  is  one  of  the  many  shining 
stars  in  our  economy.  Some  folks  at  this  hearing  may  try  to  contra- 
dict that,  but  the  facts  are  clear.  NIH's  own  estimate  claims  that 
by  the  year  2000  that  $50  billion  in  revenues  and  thousands  of  new 
jobs  can  be  attributed  to  the  biotechnology  field. 

While  I  understand  the  need  to  address  possible  policy  concerns, 
I  hope  that  the  subcommittee  will  move  prudently. 

Finally,  Mr.  Chairman,  as  you  know,  Sandoz  Pharmaceutical 
Corp.  was  unable  to  testify  this  morning.  Consequently,  Sandoz  has 
provided  me  with  a  written  statement,  together  with  their  March  5 
letter,  which  I  hereby  request  be  included  in  the  hearing  record. 

Chairman  Wyden.  Without  objection,  so  ordered. 

Mr.  Combest.  Thank  you,  Mr.  Chairman. 

[Mr.  Combest's  statement  and  the  referenced  materials  may  be 
found  in  the  appendix.] 

Chairman  Wyden.  I  thank  my  colleague,  and  look  forward  to 
working  with  him  on  these  issues. 

Let  me  recognize  the  gentleman  from  Nevada,  Mr.  Bilbray. 

Mr.  Bilbray.  Mr.  Chairman,  I  would  like  to  thank  you  for  having 
this  hearing.  After  reading  a  lot  of  the  testimony  and  what  has 
been  going  on,  I  think  that  it  is  a  shock  to  me  as  it  is  to  the  taxpay- 
er what  has  been  happening  in  this  area.  It  is  my  hope  that  these 


hearings  will  bring  up  some  questions  and  find  some  solutions  to 
this  problem. 

I  have  a  full  statement,  but  I  would  like  to  have  it  entered  into 
the  record  in  its  entirety. 

I  would  also  like  to  say  to  Dr.  Healy,  that  she  is  going  to  be 
sorely  missed.  She  has  done  a  great  job  over  at  the  National  Insti- 
tutes of  Health. 

Chairman  Wyden.  I  thank  my  colleague.  Your  statement  will  be 
entered  into  the  record  in  its  entirety. 

[Mr.  Bilbray's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  We  want  to  welcome  our  new  colleague,  Mr. 
Torkildsen,  our  new  Member  from  Massachusetts,  and  we  look  for- 
ward to  his  participation. 

Mr.  Torkildsen.  Thank  you,  Mr.  Chairman.  I  do  want  to  thank 
Dr.  Healy  for  her  work,  and  the  witnesses  today. 

This  is  a  key  area.  As  a  new  Member  of  Congress,  I  just  appreci- 
ate the  chance  that  we  are  going  to  have  a  public  hearing  on  it. 
There  is  much  to  be  explored.  As  my  ranking  member,  Mr.  Corn- 
best  said,  perhaps  not  many  people  really  have  read  these  agree- 
ments. I  giiess  that  the  best  thing  that  can  happen  is  a  more  thor- 
ough public  knowledge  of  them. 

I  do  want  to  thank  the  chairman  for  calling  this  hearing.  I  do 
not  want  this  to  look  like  we  are  just  looking  at  one  agreement. 
But  if  we  can  explore  the  whole  nature  of  these  agreements,  I 
think  that  everyone  would  benefit  from  understanding  them  better. 

Chairman  Wyden.  I  thank  my  colleague.  Gentlemen. 

Mr.  SisiSKY.  No  comment. 

Chairman  Wyden.  No  comment. 

Mr.  Tucker,  our  new  colleague  from  California. 

Mr.  Tucker.  Mr.  Chairman,  thank  you  very  much  for  the  oppor- 
tunity to  participate  in  this  hearing.  I,  too,  want  to  join  in  applaud- 
ing your  initiative  to  bring  this  issue  to  the  fore.  To  the  ranking 
member,  good  morning,  also. 

Mr.  Chairman,  I  believe  that  this  is  a  very  good  beginning  at 
looking  at  these  agreements.  I  look  forward  to  working  with  you 
and  the  rest  of  the  committee  on  this  matter. 

Chairman  Wyden.  I  thank  my  colleague  for  his  cooperation.  We 
are  very  pleased  to  have  him  as  a  new  member  on  our  committee 
as  well,  and  know  that  he  is  going  to  be  making  a  very  extensive 
contribution  in  the  work  that  we  do. 

Let  me  continue  to  recognize  our  colleagues.  Another  new 
Member  of  Congress,  Mr.  Dickey  from  Arkansas. 

Mr.  Dickey.  No  comment. 

Chairman  Wyden.  Mr.  Kim  of  California. 

Mr.  Kim.  Thank  you,  Mr.  Chairman,  for  inviting  me  today.  This 
is  my  first  hearing  and  first  meeting  that  I  have  ever  attended. 

Mr.  Chairman,  I  am  a  bit  disappointed  today  that  our  first  hear- 
ing is  not  focused  on  the  general  issue  of  the  health  of  small  busi- 
ness. American  small  businesses  are  hurting  right  now,  and  they 
need  our  help  right  now. 

Mr.  Chairman,  this  is  the  Subcommittee  on  Regulation,  Business 
Opportunities,  and  Technology.  I  have  just  come  from  the  private 
sector  where  I  have  been  all  of  my  life  running  small  businesses.  I 
was  constantly  faced  with  the  more  and  more  conflicting  Federal 


regulations  that  have  become  obstacles  to  growth  and  new  job  cre- 
ation. 

I  wanted  to  do  something  about  that,  so  I  am  here  as  a  Congress- 
man. I  am  looking  forward  to  focusing  on  the  impact  of  Federal 
regulations  on  small  businesses.  I  think  that  should  be  the  number 
one  priority  of  this  subcommittee. 

President  Clinton  has  proposed  a  major  economic  stimulus  pack- 
age with  specific  emphasis  on  helping  small  businesses.  His  pack- 
age is  on  the  fast  track  in  Congress. 

Mr.  Chairman,  we  should  be  holding  hearings  focusing  on  small 
business  opportunities,  and  examining  whether  or  not  there  are 
other  actions  that  could  be  taken  to  improve  business  and  economic 
growth. 

I  think  that  there  are  many.  The  reforming  of  regulations  is  one 
of  them.  I  think  this  subcommittee  is  best  suited  to  pursue  this 
agenda.  I  think  that  we  should  be  doing  that  today.  No  offense  to 
anyone  here,  especially  the  distinguished  witness,  the  Director  of 
NIH.  But  I  do  not  see  the  issue  of  joint  private-Federal  pharmaceu- 
ticals as  a  sufficiently  significant  problem  facing  America's  small 
business  community  today,  and  warranting  this  urgent  hearing. 

Are  there  any  small  business  witnesses  in  the  three  panels 
before  us?  There  does  not  appear  to  be. 

Mr.  Chairman,  there  are  many  new  freshmen  in  Congress  and, 
in  particular,  on  this  subcommittee.  We  did  not  come  here  to  sup- 
port business  as  usual.  We  came  here  to  get  the  job  done. 

I  believe  that  this  subcommittee  should  concentrate  on  the 
number  one  issue  of  regulation  and  business  opportunities,  as  they 
affect  the  average  small  business,  not  special  interests. 

I  do  not  think  that  this  is  the  best  way  to  get  started.  I  hope  that 
our  next  hearing  will  reflect  the  top  priorities  of  the  American 
small  business  community. 

Mr.  Chairman,  I  look  forward  to  working  with  you.  Thank  you 
for  5delding. 

Chairman  Wyden.  I  thank  my  colleague. 

The  gentleman  from  California. 

Mr.  HuFFiNGTON.  Mr.  Chairman,  good  morning.  I  will  make  my 
comments  brief  in  the  interest  of  time. 

The  subject  matter  of  the  hearing  that  you  have  convened  is  in- 
teresting, Mr.  Chairman.  Although  as  a  businessman  myself  for 
many  years,  I  never  ran  into  the  problems  that  we  will  spend  sev- 
eral hours  talking  about  today. 

Quite  honestly,  Mr.  Chairman,  I  chose  the  Small  Business  Com- 
mittee assignment,  and  specifically  this  subcommittee,  because  I 
want  to  help  small  businesses.  I  trust  that  is  still  our  goal.  I  look 
forward  today  to  see  how  this  hearing  ties  into  the  serious  prob- 
lems that  small  businesses  face  in  this  Nation. 

Thank  you,  Mr.  Chairman.  I,  too,  look  forward  to  working  with 
you  and  other  committee  members. 

Chairman  Wyden.  I  thank  my  colleague.  I  appreciate  all  of  the 
comments  of  our  colleagues. 

I  would  also  like  to  recognize  any  opening  comments  that  our 
colleague  from  San  Diego  would  like  to  make.  Congresswoman 
Schenk  is  not  a  member  of  our  subcommittee,  but  has  asked  to  sit 


in  on  today's  hearing.  She  does  represent  the  district  where  Scripps 
is. 

I  want  very  much  to  commend  my  colleague,  the  gentlewoman 
from  San  Diego,  who  has  been  a  great  asset  in  the  work  of  this  sub- 
committee on  this  issue.  She  has  demonstrated  extraordinary  diplo- 
matic skills  in  working  with  all  parties  to  help  get  as  much  infor- 
mation on  the  table  this  morning  as  possible.  She  has  done  an  ex- 
traordinary job  in  trying  to  bring  the  parties  together. 

We  are  very  pleased  that  she  is  sitting  in.  I  would  like  to  recog- 
nize her  for  any  comments  that  she  would  like  to  make. 

Ms.  ScHENK.  Thank  you  very  much,  Mr.  Chairman. 

I  would  like  to  thank  you  for  extending  me  the  courtesy  of  sit- 
ting in  with  the  subcommittee.  I  would  like  to  thank  the  other 
members  of  the  subcommittee  for  allowing  me  this  privilege.  You 
have  been  extremely  gracious  and  considerate  of  my  concerns  in 
this  matter.  I  want  you  to  know  how  very  much  I  appreciate  your 
coUegiality  and  generosity  in  this  matter. 

As  you  know,  Mr.  Chairman,  Scripps  Research  Institute  is  locat- 
ed in  my  congressional  district,  and,  in  fact,  it  is  a  neighbor  up  the 
street.  So,  I  know  it  well. 

Scripps  is  the  world's  largest  nonprofit  biomedical  research  facili- 
ty that  is  not  affiliated  with  a  university.  It  is  a  world  leader  in 
basic  biomedical  research.  I  am  sure  that  Dr.  Beutler,  who  will  be 
representing  Scripps,  will  discuss  some  of  his  distinguished  work 
and  the  work  of  others  at  Scripps. 

I  want  to  preface  my  remarks  by  commending  you,  Mr.  Chair- 
man, for  your  continued  efforts  in  examining  the  Federal  laws 
which  govern  biomedical  research  and  the  contracts  attendant 
thereto. 

You  are  well  aware  of  the  importance  of  this  research  to  the  de- 
velopment of  new  treatments  for  life  threatening  diseases.  I,  too, 
think  that  this  is  an  important  issue.  I  am  as  every  bit  as  interest- 
ed in  fighting  any  fraud,  abuse,  or  conflicts  of  interest  which  might 
occur  in  biomedical  research. 

Should  Scripps  or  any  other  institution  be  guilty  of  any  such  ac- 
tions, I  would,  Mr.  Chairman,  be  right  beside  you  in  assisting  you 
in  your  efforts. 

It  is  not  a  secret  that  Scripps  was  somewhat  reluctant  to  come 
and  testify  today.  In  my  statement,  I  would  like  to  make  two  gener- 
al points,  which  I  think  will  shed  light  on  why  they  hesitated. 

First,  from  what  we  know  about  the  proposed  Scripps-Sandoz 
contract,  it  is  legal.  Funding  arrangements  between  private  firms 
and  research  institutes  are  sanctioned  and  encouraged  by  the 
Bayh-Dole  Act  of  1980.  In  fact,  most  major  research  institutions 
have  a  mix  of  private  and  public  funding.  Scripps  derives  between 
60  to  90  percent  of  his  funding  from  public  sources,  such  as  the 
NIH. 

The  document  that  Scripps  has  provided  to  the  NIH  suggests 
that  Scripps'  personnel  have  followed  the  letter  and  the  intent  of 
Federal  law  in  negotiating  its  arrangements. 

The  subcommittee  should  question  and  examine  the  wisdom  of 
existing  law.  I  know  that  the  chairman  is  concerned  about  possible 
increases  in  the  price  of  pharmaceuticals,  which  he  feels  might 
result  from  such  funding  arrangements.  I  would  support  his  in- 
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quiry  into  this  matter.  However,  we  should  not  prematurely  judge 
either  this  situation  or  the  principles  involved. 

Perhaps  the  NIH  should  be  required  to  actually  practice  real 
oversight  on  these  types  of  private/public  arrangements.  I  know 
that  the  chairman  is  distressed  by  what  he  perceives  as  a  lack  of 
regulation  by  the  NIH.  But  I  respectfully  suggest  that  today  we 
should  be  gathering  information,  and  not  targeting  a  research  in- 
stitute which  has  seemingly  followed  the  letter,  and  the  spirit,  and 
the  intent  of  the  very  laws  passed  by  this  Congress. 

I  know  that  this  is  your  goal,  Mr.  Chairman,  to  gather  informa- 
tion, and  to  conduct  a  thorough  review  of  the  effects  of  the  Bayh- 
Dole  Act  and  other  Federal  laws.  By  their  appearance  here  today,  I 
know  that  Scripps  is  eager  to  assist  in  these  efforts. 

My  second  point  is  that  Scripps'  actions  are  not  uncommon. 
These  t)T)es  of  funding  arrangements  have  become  relatively  com- 
monplace since  the  passage  of  the  act.  Private  funding  often  from 
pharmaceutical  companies  provides  the  bridge  which  turns  basic 
research  into  lifesaving  drugs. 

As  you  noted,  Mr.  Chairman,  the  NIH  has  sent  out  over  a  hun- 
dred requests  to  other  institutes  and  universities  for  details  of  their 
funding  arrangements  with  private  entities.  When  the  Congress  re- 
ceives the  results  of  this  survey,  I  think  that  we  will  have  a  much 
better  picture  of  the  scope  of  this  activity.  Until  then,  we  should 
recognize  that  Scripps  is  not  some  sort  of  aberration,  but  rather  a 
representative  of  the  biomedical  research  community,  a  community 
which  enjoys  legal  access  to  private  capital. 

Again,  Mr.  Chairman,  I  thank  you  very  much  for  this  courtesy. 
This  is  a  worthwhile  inquiry  by  your  subcommittee,  and  I  support 
your  efforts. 

Scripps  has  come  here  to  be  a  resource  to  the  subcommittee.  I 
appreciate  that,  and  their  testimony.  I  trust  that  we  can  all  cooper- 
ate to  work  toward  this  common  goal.  Thank  you  again. 

Chairman  Wyden.  Again,  I  want  to  thank  my  colleague.  She  has 
done  much  to  make  this  a  helpful  and  constructive  hearing,  and  I 
appreciate  her  involvement.  We  will  work  with  her  closely. 

We  are  going  to  first  recognize  Dr.  Bernadine  Healy. 

Dr.  Healy,  before  I  swear  you  in  and  proceed,  let  me  first  tell  to 
how  much  I  have  enjoyed  the  excellent  working  relationship  that 
this  subcommittee  has  had  with  you  during  your  tenure. 

From  our  very  first  conversations,  you  recognized  the  critical 
role  that  the  NIH  mission  has  with  respect  to  small  business.  As 
you  can  see,  a  number  of  our  colleagues  are  very  interested  in  this 
question.  I  know  that  as  we  talk  about,  for  example,  the  mandate 
under  the  Bayh-Dole  Act  with  respect  to  promoting  small  business 
employment,  jobs,  and  entrepreneurship,  that  we  are  going  to  get 
into  these  issues. 

In  addition  to  the  help  that  you  have  given  us  on  Scripps  and 
Sandoz,  let  me  also  note  that  of  which  you  have  given  vis-a-vis  nu- 
trition and  biotechnology.  Finally,  I  want  to  note  that  we  are  going 
to  continue  to  rely  on  your  expertise  and  your  information  once 
you  are  out  of  Government. 

Dr.  Healy.  Thank  you. 


Chairman  Wyden.  As  you  know,  having  appeared  before,  it  is  the 
practice  of  this  subcommittee  to  swear  all  witnesses  who  come 
before  the  subcommittee. 

Do  you  have  any  objection  to  being  sworn? 

Dr.  Healy.  No. 

Chairman  Wyden.  Please  rise  and  raise  your  right  hand. 

[Witness  sworn.] 

Chairman  Wyden.  We  also  welcome  Mr.  Adler,  who  has  been  a 
frequent  visitor  to  this  subcommittee  over  the  years,  and  your  asso- 
ciate, Mr.  Lanman. 

Dr.  Healy,  do  you  anticipate  that  either  Mr.  Adler  or  Mr. 
Lanman  will  respond  to  questions  today? 

Dr.  Healy.  Yes;  I  do. 

Chairman  Wyden.  Mr.  Lanman  and  Mr.  Adler,  do  you  have  any 
objection  to  being  sworn  as  witnesses? 

Mr.  Lanman.  No. 

Mr.  Adler.  No. 

[Witnesses  sworn.] 

Chairman  Wyden.  Gentlemen,  we  welcome  you. 

Dr.  Healy,  your  prepared  remarks  will  be  part  of  the  hearing 
record  in  their  entirety.  Why  do  you  not  proceed  as  you  see  fit. 

TESTIMONY  OF  BERNADINE  HEALY,  DIRECTOR,  NATIONAL  IN- 
STITUTES OF  HEALTH,  HEALTH  AND  HUMAN  SERVICES,  AC- 
COMPANIED BY  REID  ADLER,  DIRECTOR,  OFFICE  OF  TECH- 
NOLOGY TRANSFER,  AND  ROBERT  LANMAN,  GENERAL  COUN- 
SEL 

Dr.  Healy.  Thank  you,  Mr.  Chairman.  I  will  make  abbreviated 
comments  to  start. 

Mr.  Chairman,  and  members  of  the  subcommittee,  I  am  here 
today  to  testify  about  research  support  agreements  between  aca- 
demic research  institutions  funded  by  NIH  and  industry,  and  how 
they  relate  to  small  businesses. 

Within  that  context,  you  have  asked  that  we  consider  an  agree- 
ment between  Scripps  Research  Institute  and  Sandoz  Corp.  in  the 
context  of  the  policy  objectives  articulated  by  the  Congress  and  the 
Bayh-Dole  Act  of  1980. 

The  mission  of  the  National  Institutes  of  Health  is  the  pursuit  of 
science  to  improve  human  health.  Through  technology  transfer,  the 
fruits  of  NIH-funded  research  are  brought  to  the  public  by  translat- 
ing fundamental  medical  research  into  commercial  products  that 
improve  human  health. 

In  turn,  this  process  has  fostered  the  development  of  a  strong 
U.S.  biotechnology  sector.  The  projections  indicate  that  revenues 
for  biotechnology  will  exceed  $50  billion  by  the  year  2000  and 
produce  thousands  of  jobs. 

NIH's  support  of  research  has  helped  make  the  United  States  the 
world  leader  in  pharmaceutical  and  medical  devices  industries, 
which  are  among  the  most  promising  sectors  of  our  economy. 

Central  to  this  success  is  the  Bayh-Dole  Act,  which  governs  the 
transfer  of  technology  from  NIH-funded  research  institutions  to  in- 
dustry, as  well  as  other  agencies  to  industry.  Through  this  Act,  the 
Congress  has  encouraged  collaboration  between  commercial  con- 
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cerns  and  nonprofit  organizations,  promoted  the  patenting  and  li- 
censing of  inventions  developed  with  Government  funding,  and 
given  preference  in  such  activities  to  small  business  firms  and  to 
those  who  manufacture  in  the  United  States  in  the  interest  of  cre- 
ating U.S.  jobs. 

In  the  interest  of  expediting  technology  transfer  and  minimizing 
administrative  costs,  the  Bayh-Dole  Act  has  removed  the  NIH  and 
all  funding  agencies  as  middlemen  in  the  process.  Under  the  Bayh- 
Dole  Act,  institutions  are  automatically  granted  first  rights  to  in- 
ventions, without  prior  agency  approval.  Clearly,  under  the  Bayh- 
Dole  Act,  the  NIH  has  more  limited  authorities  than  it  had  10  or 
12  years  ago. 

The  act  does  allow,  however.  Federal  agencies  to  intervene  after 
the  fact,  so  to  speak,  under  specific  conditions  with  so-called  march- 
in  rights.  These  march-in  rights  may  be  exercised  if  a  specific  in- 
vention is  not  being  developed  effectively,  to  alleviate  health  or 
safety  needs,  to  meet  the  requirements  for  public  use  specified  by 
the  law,  and  if  a  product  is  not  being  substantially  manufactured 
in  the  United  States  but  will  be  sold  in  this  country. 

The  Bayh-Dole  Act  effectively  governs  the  bulk  of  NIH  research, 
as  it  is  converted  into  practical  application  by  our  universities  and 
nonprofit  institutions.  More  than  70  percent  of  NIH's  resources  of 
its  $10-plus  billion  budget  supports  research  and  research  training 
in  hundreds  of  extramural  institutions  throughout  the  Nation. 

Clearly,  the  history  of  patent  activity  subsequent  to  the  passage 
of  the  Bayh-Dole  Act  has  shown  that  patenting  and  licensing  are 
being  pursued  more  aggressively.  Most  federally  supported  re- 
search leads  to  the  creation  of  small  businesses.  So,  indeed,  the 
Bayh-Dole  Act  is  of  extraordinary  importance  to  this  subcommit- 
tee. But  most  importantly,  the  development  of  many  new  impor- 
tant drugs  and  devices  by  both  large  and  small  enterprises  has 
been  facilitated. 

Since  the  enactment  of  Bayh-Dole,  the  climate  for  biomedical  re- 
search and  technology  transfer  has  changed.  Increases  in  NIH  ap- 
propriations have  not  kept  pace  with  the  expanding  opportunities, 
causing  research  institutions  to  look  elsewhere  for  support. 

Funding  for  industry  research  has  increased.  Science  has  become 
increasingly  international.  That  means  that  partnerships  are  devel- 
oping between  U.S.  industries  and  foreign  entities,  and  small  busi- 
nesses and  foreign  companies. 

The  increasing  success  and  the  importance  of  the  biotechnology 
industries  have  drawn  attention  to  the  international  competitive- 
ness of  this  industry,  and  clearly  to  the  issues  of  foreign  access  to 
U.S.  discoveries.  For  these  and  other  reasons,  the  return  on  the 
public  investment  in  research  and  development  is  being  scrutinized 
more  closely.  More  jobs,  new  products,  royalties,  and  lower  prices 
are  the  appropriate  return  on  that  investment. 

To  this  question,  the  Bayh-Dole  provides  only  limited  guidance 
and  flexibility.  Notably,  however,  Bayh-Dole  does  allow  for  an  ex- 
ceptional circumstance  determination  to  be  made  when  a  grantee's 
right  to  retain  title  to  any  subject  invention  will  better  promote 
the  policy  and  objectives  of  the  act,  if  there  is  a  restriction  on  those 
rights. 
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Joint  ventures  between  nonprofit  research  institutions  and  in- 
dustry have  proUferated  over  many  years,  but  they  have  also 
become  much  more  complex.  A  just-released  study  by  the  Congress' 
Office  of  Technology  Assessment  [OTA]  entitled  "Pharmaceutical 
R&D:  Costs,  Risks  and  Rewards"  has  identified  25  large-scale,  mul- 
tiyear  pharmaceutical  arrangements  between  industry  and  acade- 
mia. 

The  majority  of  these  arrangements,  however,  were  between  U.S. 
academic  institutions  and  U.S.  industry,  and  focused  specifically  on 
individual  products  and  individual  projects.  The  OTA  did  note, 
however,  that  relatively  little  is  known  about  these  arrangements 
in  the  long  term. 

The  Bayh-Dole  Act  articulates  multiple  policies  and  objectives, 
which  may  prove  difficult  to  reconcile,  and  we  should  note  that  at 
the  outset.  For  example,  an  action  by  a  nonprofit  organization, 
while  clearly  advancing  one  objective  of  the  act — such  as  promot- 
ing collaborations  between  commercial  and  nonprofit  organiza- 
tions— might  not  advance,  and  may,  in  fact,  appear  to  undermine 
other  objectives  of  the  act,  such  as  promoting  free  competition  and 
enterprise. 

Needless  to  say,  application  of  the  objectives  of  Bayh-Dole  re- 
quire a  balancing  of  statutory  objectives,  but  most  of  all  with  the 
overall  best  interest  of  the  American  public. 

We  must  also  remember  that  the  general  intent  of  the  legislation 
is  to  promote  product  development,  not  commercial  monitoring. 
Under  the  current  Federal  statutes  and  regulations,  grantees  and 
contractors  are,  except  in  limited  circumstances,  given  broad  dis- 
cretion to  elect  title  and  license  inventions  made  under  Federal 
grants. 

Within  this  broad  authority,  the  Scripps-Sandoz  case  raises  a 
number  of  policy  issues.  In  order  to  assess  this  matter  in  a  judi- 
cious, thorough,  and  fair  manner,  NIH  has  asked  Scripps  for  its 
commercial  agreements.  We  have  also  asked  more  than  100  other 
grantee  institutions  for  copies  of  commercialization  agreements  re- 
lating to  NIH  funding  in  which  institutions  grant  to  industry  ex- 
clusive rights.  We  have  received  very  good  cooperation  from  those 
inquiries. 

On  February  9,  pursuant  to  a  request  from  this  subcommittee, 
NIH  requested  specifically  that  Scripps  promptly  provide  a  copy  of 
its  agreements  with  the  Sandoz  Corp.  and  with  Johnson  &  Johnson, 
and  similar  agreements  with  other  companies. 

The  NIH  received  copies  of  Scripps'  research  agreements  with 
Sandoz,  Johnson  &  Johnson,  and  Pittsburgh  Plate  Glass  on 
Monday  evening,  March  8.  My  staff,  including  our  legal  advisor, 
Mr.  Lanman,  and  the  Director  of  NIH's  Office  of  Technology  Trans- 
fer, Mr.  Adler,  and  I  have  initially  reviewed  the  Sandoz  agreement, 
which  exceeds  100  pages. 

Based  on  our  preliminary  review,  the  agreement  raises  several 
serious  concerns  regarding  its  conformance  with  both  the  spirit  and 
the  letter  of  the  Bayh-Dole  Act.  Moreover,  on  the  face  of  it,  the 
agreement  does  not  appear  to  serve  the  best  interests  of  biomedical 
research,  the  American  public,  and  U.S.  competitiveness. 

Moreover,  it  appears  to  be  substantially  different  from  the  indus- 
trial agreements  prevalent  with  most  other  NIH  grantee  institu- 
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tions  that  we  are  aware  of.  Accordingly,  we  will  conduct  a  compre- 
hensive review  of  this  complex  document.  If  our  concerns  are  vali- 
dated, we  will  pursue  making  an  exceptional  circumstance  determi- 
nation under  our  Bayh-Dole  authorities.  Such  a  determination 
would  give  the  NIH  the  right  to  impose  restrictions  as  necessary  on 
its  grant  portfolio  to  Scripps,  to  ensure  that  the  objectives  of  Bayh- 
Dole  are  met.  We  will  also  consider  exercising  our  march-in  rights 
under  Bayh-Dole,  if  we  deem  that  necessary. 

As  we  proceed,  we  are  ever  mindful  that  the  policy  debates 
which  relate  to  the  Bayh-Dole  Act  and  technology  transfer  touch 
all  Federal  agencies  and  hundreds  of  institutions. 

We  must  work  with  others  to  assess  carefully  the  complex  and 
emerging  policy  issues  that  we  now  face,  in  part  because  the  Bayh- 
Dole  Act  has  been  so  successful  in  fostering  academic  industrial 
partnerships.  But  most  especially,  because  the  performance  of  NIH 
research  is  a  public  trust,  and  that  trust  remains  paramount. 

Thank  you,  Mr.  Chairman.  I  would  be  happy  to  answer  ques- 
tions. 

[Dr.  Healy's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Healy,  thank  you  for  a  very  helpful  state- 
ment. I  am  going  to  open  with  a  few  questions,  and  recognize  my 
friend  from  Texas  for  his,  and  our  colleagues  for  theirs.  We  will  all 
have  about  5  minutes  on  the  first  round. 

I  share  your  concerns.  Dr.  Healy.  It  seems  to  me  that  under  this 
agreement  that  Scripps  has  become  a  virtual  subsidiary  of  a  for- 
eign corporation.  The  National  Institutes  of  Health,  in  effect,  be- 
comes an  industrial  lab  for  a  foreign  company. 

Let  me  start  by  asking  you  whether  you  have  discovered  any  po- 
tential conflicts  of  interest  as  you  look  at  this  agreement. 

Dr.  Healy.  As  you  know,  Mr.  Chairman,  our  own  conflict  of  in- 
terest guidelines  have  not  yet  been  finalized,  so,  I  will  answer  that 
in  a  very  broad  and  general  way.  There  are  some  provisions  within 
the  contract  which  appear  to  give  Sandoz  the  rights  to  perform  and 
support  research  in  human  pharmacology,  namely  clinical  trials. 

We  have  been  concerned  that,  in  conducting  clinical  trials,  it  is 
important  that  scientists  not  stand  to  gain  personally  from  the 
fruits  of  their  research,  the  findings  of  their  research,  particularly 
as  such  trials  involve  human  subjects  and  human  patients  in  the 
testing  of  drugs. 

The  Sandoz  relationship  is  extremely  tightly  coupled  to  the  insti- 
tution, insofar  as,  under  this  agreement,  a  joint  scientific  commit- 
tee was  established  to  oversee  special  research  which  they  are 
funding,  which  includes  the  development  of  the  protocols,  the  exe- 
cution of  the  work,  and  monitoring  of  the  work  on  a  regular  basis. 
It  also  describes  which  scientists  can  work  on  those  projects,  and 
which  cannot  work  on  those  projects. 

One  has  to  raise  the  question  as  to  whether  there  might  not  be 
the  potential  for  a  conflict  of  interest.  Particularly  if  some  of  the 
scientists  who  were  working  on  those  clinical  research  projects  are, 
in  fact,  getting  consulting  arrangements  from  Sandoz  as  part  of  the 
contract  as  well.  There  is  a  provision  for  individual  scientists  to  get 
personal  financial  return  for  their  participation  under  this  agree- 
ment. 
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Chairman  Wyden.  The  subcommittee  investigators  have  found 
evidence  that  the  president  of  Scripps  has  a  $60,000  per  year  con- 
sulting contract  with  Johnson  &  Johnson  Co.,  who  also  enjoys  an 
exclusive  technology  transfer  agreement  with  Scripps.  The  presi- 
dent of  Scripps  also  appears  to  own  stock  in  a  pharmaceutical 
startup  corporation  financed  partially  by  Sandoz,  which  has  an  ex- 
clusive agreement  with  Scripps.  This  deal  appears  to  pay  the  presi- 
dent of  Scripps  a  $15,000  per  year  fee,  and  gives  him  stock  worth 
$1.5  million  purchased  at  $25,000. 

Do  these  examples  pose  potential  conflicts  of  interest? 

Dr.  Healy.  Of  course  I  have  no  personal  knowledge  of  any  of 
these  arrangements,  but  I  think  the  scientific  community  at  large 
is  troubled  if  research  results  are  directly  going  to  lead  to  personal 
gain  for  the  scientist  who  is  generating  those  research  results.  That 
can  create  a  perception  of  a  conflict  of  interest,  if  there  is  a  direct 
linkage  to  financial  gain.  Sometimes  those  gains  are  unavoidable. 
We  believe  that  institutions  must  set  up  appropriate  monitoring 
mechanisms  when  necessary  in  order  to  see  that  a  real  conflict  of 
interest  does  not  develop. 

But  NIH  is  not  alone  in  its  concerns  about  the  potential  for  con- 
flict of  interest  in  research  of  all  types,  not  just  in  clinical  research 
but  research  of  all  types  which  might  be  influenced  by  consider- 
ation of  the  personal  gain  that  could  accrue  due  to  a  financial  link- 
age to  the  sponsor  or  the  consultant  who  is  providing  resources. 

Chairman  Wyden.  I  am  very  concerned  about  possible  violations 
of  the  Bayh-Dole  Act,  particularly  the  provisions  that  are  designed 
to  promote  entrepreneurship  for  small  business  opportunities. 

As  you  look  at  the  contract,  have  you  found  any  possible  viola- 
tions of  Bayh-Dole  and  particularly  its  provisions  that  relate  to 
small  business? 

Dr.  Healy.  Clearly,  this  is  going  to  be  the  subject  of  much  discus- 
sion, but  in  our  review — and  I  had  five  of  our  lawyers  review  this 
extensively — there  are  a  number  of  concerns  that  are  raised  with 
regard  to  Bayh-Dole,  particularly  the  policy  objectives  of  Bayh- 
Dole.  The  policy  objectives  clearly  are  competitiveness  and  free  en- 
terprise. They  are  giving  preference  to  small  businesses.  It  involves 
giving  preference  to  American  industry  for  the  generation  of  Amer- 
ican jobs. 

I  think  that  if  one  looks  at  the  contract  in  the  context  of  those 
policy  objectives,  one  sees  that  broad  options  are  being  granted  on 
all  research  supported  by  NIH  funds  at  Scripps  without  Sandoz  di- 
rectly funding  necessarily  all  of  those  projects. 

You  eliminate  a  small  business  preference  by  having  the  exclu- 
sive relationship  up  front  on  virtually  all  research  that  is  being 
done  and  that  will  be  done  for  the  next  10  to  20  years.  Small  busi- 
nesses are  basically  forbidden  for  having  even  access  to  Scripps. 
There  are  clauses  that  stipulate  that  other  companies,  including 
small  businesses,  cannot  even  have  access  for  any  extended  period 
of  time  to  the  campus,  that  they  cannot  collaborate  with  Scripps 
scientists. 

There  is  sort  of  a  monopolistic  tone,  not  only  in  terms  of  the  in- 
ventions, future  inventions,  and  future  ideas,  but  that  also  extends 
to  all  of  the  scientists  at  Scripps.  Scripps  has  at  least  40  agree- 
ments with  existing  companies,  most  of  them  small  businesses. 
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Under  this  agreement,  when  those  agreements  expire,  Sandoz  has 
a  say  as  to  whether  or  not  those  agreements  can  be  renewed  and 
has  the  right  of  review. 

I  am  also  concerned,  and  my  colleagues  in  the  field  of  the  law 
are  concerned,  that  the  clause  on  U.S.  manufacturing  within  the 
contract  might  violate  the  intent  of  Bayh-Dole.  Specifically,  it  says 
that  Sandoz  understands  that  it  must  substantially  manufacture  in 
the  United  States,  but  it  adds  a  clause  which  says  that  such  manu- 
facture will  be  conducted  only  as  long  as  it  is  commercially  feasi- 
ble. 

That  clause  does  not  belong  in  Bayh-Dole.  In  fact,  the  commer- 
cial feasibility  clause,  as  it  appears  in  Bayh-Dole,  relates  to  a  NIH 
grantee  looking  at  the  field  for  people  who  will  license  and  develop 
technology.  The  grantee  looks  to  see  if  they  can  find  someone  in 
the  United  States  who  can  license  and  manufacture  that  technolo- 
gy, and  only  if  they  discover  that  there  is  no  commerce  in  the 
States  to  develop  it,  will  they  then  look  elsewhere. 

In  this  agreement,  they  have  taken  the  commercial  feasibility 
clause  and  moved  it  up  front,  saying  that  if  Sandoz  decides  that  it 
is  not  commercially  feasible  to  manufacture  in  the  United  States, 
then  that  is  an  exception  and  that  Scripps  agrees  to  help  Sandoz  to 
use  all  reasonable  efforts  to  get  a  waiver  from  the  agency,  so  that 
Sandoz  does  not  have  to  manufacture  in  the  United  States. 

Chairman  Wyden.  Let  me  make  sure  that  I  understand  that.  I 
think  my  colleagues  need  to  understand  just  how  serious  this  is  as 
well.  Am  I  correct  in  understanding  that  you  say  that  under  this 
agreement,  Scripps  would  agree  to  help  Sandoz  get  a  waiver 
around  the  U.S.  manufacturing  requirement? 

Dr.  Healy.  Correct,  use  all  best  efforts. 

Chairman  Wyden.  Please  proceed. 

Dr.  Healy.  There  are  other  sections  which  we  think  are  noncom- 
petitive and  monopolistic.  One  of  the  most  intrusive,  which  we 
think  violates  the  spirit  of  Bayh-Dole  and  also  in  some  ways  the 
spirit  of  science — clearly  the  spirit  of  investigator-initiated  science 
that  we  feel  is  the  keystone  of  NIH's  success — is  a  clause  about  as- 
sumption. 

In  essence,  it  says  that  Sandoz  can  assume  the  research  of  a 
Scripps  scientist,  and  take  it  out  of  Scripps,  and  move  it  to  any  of 
its  own  facilities  anywhere  in  the  world,  theoretically  including  to 
Switzerland,  and  that  the  Scripps  scientists  cannot  seek  funding, 
alternate  funding  sources,  to  continue  their  research. 

That  seems  to  be  not  only  against  Bayh-Dole,  but  also  worries  us 
with  regard  to  academic  freedom  and  the  rights  of  scientists  to 
pursue  their  own  ideas  and  pursue  their  own  work. 

Chairman  Wyden.  Dr.  Healy,  I  need  to  recognize  my  colleagues. 

But  let's  just  wrap  up  this  first  round.  Could  you  tell  us  what 
would  happen  to  NIH  and  what  would  happen  to  the  mission  of  the 
National  Institutes  of  Health  if  this  kind  of  agreement  proliferated 
in  the  days  ahead? 

Dr.  Healy.  The  global  nature  of  this  agreement,  as  well  as  the 

extraordinary  intrusion  into  the  day-to-day  scientific  activities  of 

•this  institution,  the  fact  that  Sandoz  runs  the  joint  council  that 

oversees  all  of  the  science  at  Scripps  at  an  institutional  level,  the 

fact  that  Sandoz  gets  to  put  members  on  their  board  of  trustees, 
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the  fact  that  Sandoz  brings  numerous  scientists  onto  the  campus 
and  excludes  other  scientists  from  coming  on  to  the  campus,  I 
think  that  this  could  lead  to  our  major  research  universities  being 
locked  up  by  a  handful  of  major  companies,  many  of  them  foreign. 

I  think  that  it  would  squeeze  out  small  businesses.  It  would 
squeeze  out  other  scientists.  It  would  interfere  with  the  spirit  of  sci- 
ence and  free  interchange. 

I  also  think  ultimately  it  would  be  intolerable  to  the  scientific 
community.  I  do  not  believe  that  the  scientific  community  would 
work  under  these  restrictions. 

One  of  the  Members  just  talked  about  intrusive  regulations.  The 
regulatory  requirements  placed  on  scientists  at  Scripps  by  Sandoz 
are  so  major,  I  do  not  believe  that  American  science  could  proceed, 
as  it  has  in  the  past,  if  these  kinds  of  agreements  proliferated. 

I  also  think  that  it  is  unimaginable  that  major  research  universi- 
ties in  this  country  would  agree  to  the  kind  of  agreement  that  we 
reviewed  the  past  day. 

Chairman  Wyden.  I  will  ask  some  questions  in  a  later  round,  but 
I  would  like  to  recognize  first  my  friend  from  Texas. 

Mr.  CoMBEST.  Thank  you,  Mr.  Chairman. 

Dr.  Healy,  you  obviously  raise  some  very  interesting  areas  of  con- 
cern relative  to  this  agreement.  If  I  am  not  mistaken,  you  received 
that  agreement  yesterday? 

Dr.  Healy.  Monday  night. 

Mr.  CoMBEST.  These  are  things  that  I  think  are  very  significant 
and  should  be  pursued.  Obviously,  NIH  will  continue  to  look  at  this 
area,  and  come  up  with  their  decisions  about  what  the  implications 
might  be  on  Bayh-Dole,  and  what  the  implications  might  be  in 
regard  to  NIH's  future  dealings  in  this  specific  agreement. 

What  I  would  like  to  try  to  do  is  to  focus  on  not  the  specific 
agreement  as  much  as  on  the  concept  of  Bayh-Dole  and  its  relation- 
ship to  this  subcommittee.  My  main  interest  is  in  trying  to  do  what 
we  can  through  Government  to  work  as  a  service  to  provide 
number  one,  in  this  particular  instance,  the  drugs  that  are  obvious- 
ly good  for  this  country,  but  also  expand  the  opportunities  in  this 
area  for  small  business  as  we  can. 

Under  Bayh-Dole,  not  having  read  the  law  in  detail,  is  there  a 
number  which  is  mentioned — small  businesses  up  here  come  under 
numbers  or  categories,  depending  on  how  many  people  work  for 
it — is  there  a  small  business  designation  on  what  constitutes  a 
small  business  under  Bayh-Dole? 

Dr.  Healy.  Mr.  Adler. 

Mr.  Abler.  There  is  a  reference,  I  believe,  to  title  XII.  Let  me,  if 
you  would  permit,  ask  my  colleague.  There  is  a  statutory  reference 
that  defines  small  business.  It  is  in  the  context  of  the  small  busi- 
ness statute.  I  am  not  quite  certain. 

Mr.  CoMBEST.  I  am  not  sure  of  title  XII.  Because  there  are  again 
varieties  of  definitions  that  we  use  up  here,  depending  on  how 
there  may  be  exclusions. 

In  your  experience.  Dr.  Healy — and  I  also  want  to  join  my  col- 
leagues in  cornmendation  of  the  tenure  which  you  have  served 
there  at  NIH;  it  is  exemplary  of  public  service — what  is  generally 
the  opportunity  for  a  small  business  to  involve  themselves  in  the 
product  which  might  be  obtained  through  an  agreement  with  NIH 
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for  development  research  and  eventual  implementation  of  pharma- 
ceuticals? 

Dr.  Healy.  At  the  most  general  level,  I  think  that  Bayh-Dole  has 
been  extraordinarily  successful  in  encouraging  the  development  of 
small  businesses  and  in  fostering  healthy  collaborative  relation- 
ships between  our  major  research  institutions  funded  by  NIH  and 
small  companies. 

There  are  numerous  agreements,  many  small  startup  companies 
which  have  developed  as  a  result  of  NIH-supported  work,  and  uni- 
versities and  research  institutions  across  the  country,  which  prob- 
ably would  not  have  developed  were  it  not  for  the  fostering  legisla- 
tion of  Bayh-Dole.  So,  I  want  to  stress  that  NIH's  policies  and  its 
technology  transfer  policies  have  been  extremely  supportive  of 
Bayh-Dole,  and  I  believe  that  Bayh-Dole  has  been  successful  and 
extremely  supportive  of  small  business  development,  as  well  as  of 
free  commerce  and  free  enterprise,  both  of  which  are  necessary  to 
the  development  of  these  small  companies. 

The  NIH  in  its  own  intramural  laboratory  has  numerous  cooper- 
ative research  agreements  with  small  businesses.  In  fact,  the  jewels 
of  these  biotechnology  companies  have  been  these  small  businesses 
that  start  around  one  idea  that  grew  out  of  a  basic  NIH-funded  re- 
search laboratory,  and  have  grown  up  into  major  companies. 

So,  we  think  that  our  views  and  our  concerns  are  probusiness,  as 
Bayh-Dole  is  probusiness,  and  that  this  particular  agreement  be- 
tween Scripps  and  Sandoz  should  not  tarnish  a  12-year  history  of 
magnificent  collaborations  between  academia  and  industry. 

Mr.  CoMBEST.  I  would  agree  with  that  as  well.  That  one  should 
not  tarnish  all  of  that  good  record.  Unfortunately,  many  times  we 
do  not  hear  about  all  of  the  good  things  that  happen.  It  is  just  the 
few  things  that  create  problems.  I  think  that  promoting  small  busi- 
ness is  the  main  interest  of  mine. 

Would  you  suggest  that  there  needs  to  be  changes  in  Bayh-Dole 
to  be  more  accommodating  either  to  small  business  or  to  give  you 
more  of  a  latitude  in  trying  to  look  at  agreements  such  as  the  one 
which  you  spoke  of  earlier,  Sandoz/ Scripps,  and  possibly  allow  you 
to  enter  into  that  process  sooner  and  earlier,  therefore,  making  it 
more  certain  that  you  might  be  able  to  catch  these  things  prior  to 
the  time  that  the  final  agreement  is  reached? 

Dr.  Healy.  I  think  that  under  the  statutory  authorities  NIH 
holds  under  Bayh-Dole,  most  of  our  responsibilities  attach  at  the 
level  of  the  invention.  Once  the  invention  is  made,  then  NIH  must 
be  informed  about  the  invention  through  a  disclosure,  and  NIH 
must  be  informed  if  the  institution  will  elect  title  and  file  for  a 
patent. 

The  NIH  does  not  have  any  authorities  under  Bayh-Dole  to  look 
at  up-front,  option-type  agreements  of  the  sort  that  we  are  examin- 
ing here.  What  troubles  me  most  of  all  is  that  many  institutions, 
not  just  Scripps/Sandoz,  believe  that  it  is  not  the  NIH's  business  to 
review  collaborative  arrangements  which  involve  predominantly 
NIH-funded  science. 

Now,  if  a  company  is  going  to  enter  into  a  relationship  with  our 
grantees  which  does  not  involve  Government  money,  I  would  agree 
that  NIH  has  no  right  to  review  those  documents.  But  I  think  that 
we  at  NIH  believe  that  if  an  arrangement  is  going  to  be  made 
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which  substantially  involves  NIH  and  taxpayer-supported  research, 
then  the  NIH  should  be  allowed  to  review  those  documents. 

Most  importantly,  NIH  cannot  fulfill  its  obligations  under  Bayh- 
Dole  with  regard  to  U.S.  manufacturing,  U.S.  jobs,  free  enterprise, 
competitiveness,  and  small  businesses  without  looking  at  those 
agreements  up  front.  So,  we  believe,  and  our  lawyers  believe,  that 
by  virtue  of  the  requirements  and  the  policy  objectives  of  Bayh- 
Dole,  that  we  do  have  access  to  those  documents.  The  auditing  au- 
thorities of  NIH  do  give  us  access.  But  there  appears  to  be  some 
legal  disagreement  on  the  part  of  some  institutions  that  we  do  not 
have  that  right. 

Our  lawyers  steadfastly  say  that  we  do.  But  I  think  that  we 
might  need  some  clarification,  possibly  in  the  form  of  regulations. 
It  may  not  require  a  statutory  change. 

Chairman  Wyden.  Would  my  friend  just  jdeld  on  that  point  very 
quickly. 

Mr.  CoMBEST.  I  would  be  happy  to  yield. 

Chairman  Wyden.  Dr.  Healy,  we  are  looking  at  this  deal  because 
it  is  the  largest  and  the  most  comprehensive.  We  are  concerned 
that  it  could  become  a  model  for  others.  But  as  we  look  at  our  in- 
quiry, we  are  very  troubled  about  this  matter  upon  which  you  have 
touched. 

As  you  talked  to  these  institutions,  had  one  or  more  of  them  ac- 
tually asserted  that  they  are  under  no  legal  obligation  to  let  you  to 
see  these  contracts  that  are  lubricated  with  taxpayer  money? 

Dr.  Healy.  I  will  say  that  the  majority  of  the  institutions  have 
been  extraordinarily  cooperative,  have  raised  no  objections  whatso- 
ever, have  freely  responded,  asked  a  few  questions,  and  have  asked 
for  delays,  but  overall  have  been  extremely  cooperative  and  forth- 
coming with  regard  to  when  and  how  they  grant  exclusive  licenses. 

There  have  been  one  or  two  exceptions.  I  have  here  one  institu- 
tion that  writes. 

We  do  not  agree  that  the  cited  regulations  gremt  you  the  authority  to  receive 
copies  of  these  documents,  nor  in  our  view  do  they  require  Baylor  to  produce  these 
documents,  as  part  of  an  overall  audit  of  the  subject  grants. 

Of  course,  Scripps  has  written  and  said,  "Scripps  firmly  believes 
that  it  is  not  required  to  comply  with  NIH's  request." 

So,  there  are  a  handful  of  institutions  which  believe  that  we  do 
not  have  these  authorities,  and  have  resisted  giving  us  the  docu- 
ments that  we  have  asked  for. 

Mr.  SisiSKY.  Would  the  gentleman  yield? 

Chairman  Wyden.  I  would  be  happy  to  yield. 

Mr.  SisiSKY.  These  institutions  that  say  that  you  do  not  have  the 
authority,  you  have  no  obligation  to  give  them  the  grant— do  you?  I 
mean,  I  do  not  understand.  You  have  the  leverage.  If  you  do  not 
have  the  authority,  who  gave  them  the  grant?  Or  is  it  by  law  that 
you  have  to  give  them  the  grant? 

Dr.  Healy.  Of  course  not.  That  is  discretionary  money. 

Mr.  SisiSKY.  That  is  what  I  am  sajdng.  That  gives  you  the  author- 
ity. 

Dr.  Healy.  Our  lawyers  have  given  us  a  determination — and  I 
might  ask  Mr.  Lanman  to  speak  to  this — that  if  an  institution  fails 
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to  comply  with  our  auditing  request,  that  we  have  the  authority  to 
restrict  or  withhold  their  grants. 

Mr.  Lanman,  would  you  like  to  expand  on  that? 

Mr.  Lanman.  Yes;  the  authority  is  found  in  our  regulation  which 
we  have  cited  to  these  institutions.  Based  on  that  regulation,  if  the 
institution  fails  to  comply,  we  could  first  suspend  funding  of  the 
grant,  and  then  terminate  it  after  they  have  the  right  to  exercise 
an  appeal,  an  administrative  appeal. 

Because  of  that  process,  it  could  be  a  fairly  lengthy  type  enforce- 
ment effort  in  order  to  get  what  we  are  really  after,  a  copy  of  the 
agreement. 

Mr.  CoMBEST.  Doctor,  if  I  might  follow  up  on  this  as  well,  the 
area  where  I  was  going  when  we  began  to  have  additional  com- 
ments, which  I  think  were  very  worthy  on  the  subject. 

At  that  point  I  was  asking  if  you  felt  like  it  might  be  better  if 
NIH  had  an  opportunity  to  come  into  the  picture  earlier  in  ternis 
of  these  agreements,  since  what  basically  happens,  I  presume,  is 
that  they  are  agreed  to,  and  then  they  are  sent  to  you  at  your  re- 
quest, but  really  much  already  finalized. 

The  only  way  you  have,  I  presume,  to  deal  with  these,  other  than 
a  blatant  violation  of  the  law  which  I  would  presume  would  be 
dealt  with  otherwise,  but  in  terms  of  NIH,  would  be  withholding  of 
funds  for  grants  to  that  specific  company  where  the  agreement  in 
your  opinion  did  not  live  up  to  Bayh-Dole? 

Dr.  Healy.  We  have  other,  less  strong  steps  that  we  can  take. 
We  have  the  authorities  under  Bayh-Dole  certainly  to  march  in  to 
see  that  there  would  be  nonexclusive  licenses  granted  in  the  event 
that  we  think  that  there  is  a  violation  of  the  policy  objectives  of 
Bayh-Dole. 

We  also  have  the  right  to  make  an  exceptional  circumstance  de- 
termination, in  which  we  could  say  that  there  would  be  certain  re- 
strictions imposed  on  grants  made  to  a  given  institution  that  is 
governed  by  a  research  agreement  that  we  believe  is  in  violation  or 
is  questionable  with  regard  to  Bayh-Dole.  Those  restrictions  again 
could  deal  with  the  issue  of  whether  exclusive  licenses  could  be 
granted. 

So,  we  do  not  have  to  go  to  the  extreme,  which  I  think  would  be 
damaging  to  science  and  scientists,  of  interrupting  the  grants,  but 
rather  put  specific  restrictions  on  how  the  fruits  of  science  are  com- 
mercialized in  order  to  assure  compliance  with  Bayh-Dole. 

Mr.  CoMBEST.  I  will  finish  with  this  one,  Mr.  Chairman. 

Has  it  been  uncommon  or  has  it  happened  in  the  past  that,  as 
companies  are  working  on  agreements,  NIH  will  eventually  have 
the  opportunity  to  review  for  compliance  with  Bayh-Dole?  Has 
there  been  an  early  weigh-in  on  areas  that  companies  may  have 
had  questions  of  how  that  might  be  interpreted,  that  they  would 
come  to  you  prior  to  the  time  that  an  agreement  was  reached  to 
see  what  your  suggestions  would  be? 

Dr.  Healy.  We  actually  have  a  history  going  back  many  years  of 
institutions  coming  to  us,  particularly  in  the  context  of  large  re- 
search agreements,  large  industrial  academic  agreements,  that  are 
likely  to  attract  attention,  or  that  effect  a  large  amount  of  NIH  re- 
search, that  institutions  very  often  come  to  us,  show  us  the  con- 
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tract  voluntarily,  ask  us  what  our  views  are,  and  ask  us  to  help 
them  with  it. 

I  think  that  has  been  a  very  positive  track  record  of  cooperation 
between  NIH  and  our  grantees.  Again,  we  and  the  bulk  of  our  in- 
stitutions come  at  this  with  a  very  positive  feeling  about  technolo- 
gy transfer,  about  academic  industrial  collaborations,  and  about  all 
of  the  policy  objectives  of  Bayh-Dole. 

Mr.  CoMBEST.  I  will  just  end  with  this.  I  think  that  you  are  exact- 
ly correct,  as  Mr.  Sisisky  had  pursued,  that  with  American  taxpay- 
er dollars  that  are  going  into  companies  in  huge  amounts  for  re- 
search, obviously  the  rewards  are  probably  countless  when  you 
look  at  the  developments  of  technology  and  of  pharmaceuticals  in 
this  particular  instance. 

There  is  a  major  responsibility,  I  believe,  that  the  companies 
have  to  the  Government  and  to  those  who  are  watch  dogs  to  make 
certain  that  those  moneys  are  expended  wisely,  and  that  there  are 
not  abuses,  because  it  is  those  few  cases  of  abuses  that  create,  I 
think,  the  blight  on  a  lot  of  programs  that  99  percent  of  the  people 
benefit  from.  It  is  those  that  we  seem  to  focus  on. 

I  appreciate  your  candor  this  morning  in  discussing  this  specific 
agreement  which  you  have  looked  at.  I  am  sure  that  it  will  result 
in  a  lot  of  additional  investigation  in  the  future. 

Thank  you.  Dr.  Healy. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  colleague. 

The  gentleman  from  Nevada. 

Mr.  BiLBRAY.  Thank  you,  Mr.  Chairman. 

First  of  all,  let  me  understand.  Dr.  Healy,  how  much  money  does 
Scripps  get  on  a  yearly  basis  from  the  NIH? 

Dr.  Healy.  It  received  from  the  NIH  about  $70  million  in  fiscal 
year  1992.  It  also  receives  Government  money  from  other  agencies, 
including  the  Department  of  Defense  and  the  National  Science 
Foundation,  but  not  of  that  magnitude. 

Mr.  BiLBRAY.  Also,  you  brought  up  the  fact  that  you  may  need 
regulations  or  you  may  need  codification  into  law  of  some  provi- 
sions. The  NIH  authorization,  of  course,  is  right  on  the  floor  right 
now  in  the  House.  I  believe  that  our  chairman  will  probably  be  a 
conferee  on  that  particular  bill.  If  you  would  provide  us  with  sug- 
gested language  that  would  enable  you  to  enforce  and  actually 
cancel  these  contracts  and  so  forth,  I  am  sure  the  chairman  would 
be  more  than  willing  to  take  that  into  conference  and  try  to  get  it 
in  this  time.  I  am  speaking  for  him,  but  I  presume  that  would  be 
true. 

Chairman  Wyden.  I  would  like  to  hear  Dr.  Healy's  views.  But 
my  colleague  has  a  very  important  point  and  an  interesting  sugges- 
tion. I  do  not  know  what  the  rules  are  with  respect  to  bringing  up 
new  matter  at  this  point.  But  I  am  certainly  going  to  follow  up  on 
the  gentleman's  suggestion.  I  would  be  interested  in  Dr.  Healy's 
views. 

Dr.  Healy.  I  think  that,  at  this  point,  probably  it  would  be  pre- 
mature for  us  to  decide  that  we  would  need  a  statutory  change  or  a 
regulatory  change.  My  lawyers  here  have  said  that  some  of  the 
clarifications  that  we  need  could  be  achieved  in  regulation. 
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We  also  know  that,  under  Bayh-Dole,  the  agency  responsible  for 
regulation  is  the  Department  of  Commerce,  not  the  National  Insti- 
tutes of  Health.  So,  even  though  we  are  involved  in  the  majority  of 
the  technology  transfer  cases  with  our  civilian  research  institu- 
tions, the  fact  is  that  we  are  not  the  ones  responsible  for  those  reg- 
ulations. 

I  think  at  this  point  that  it  would  be  difficult  for  us  to  give  you 
that  answer,  but  we  might  be  able  to  do  so  shortly.  I  might  ask  Mr. 
Lanman  if  he  would  like  to  make  further  comment. 

Mr.  Lanman.  I  have  no  further  comment  on  that,  except  to  again 
emphasize  that  it  is  the  Department  of  Commerce  that  is  responsi- 
ble for  implementation  of  the  Bayh-Dole  Act.  So,  anything  that  we 
would  do  would  have  to  be  done  under  their  leadership,  and  in 
close  consultation  with  them. 

Mr.  BiLBRAY.  Our  chairman  is  also  on  that  committee.  That  au- 
thorization has  not  shown  up,  so  I  think  we  have  an  opportunity. 
But  if  you  could  get  to  the  committee  the  suggestions  they  could  be 
codified  because  codification,  is  much  stronger,  and  cannot  be  chal- 
lenged like  regulations  can  be.  It  seems  to  me,  that  we  have  got  a 
serious  problem. 

How  did  this  come  up,  how  did  this  Scripps  agreement  come  to 
the  forefront;  did  it  come  through  a  whistle  blower,  or  did  it  come 
because  you  heard  about  it  or  the  committee  heard  about  it?  How 
did  we  find  out  about  this  agreement? 

Dr.  Healy.  There  was  a  report  in  Science  magazine  last  Decem- 
ber, which  was  announced,  I  think,  by  the  institution.  The  article,  I 
think,  captured  the  attention  of  many  people,  including  people  in 
San  Diego,  as  well  as  that  of  the  chairman. 

Mr.  BiLBRAY.  How  many  more  of  these  could  we  have  sitting  out 
there  like  this  that  did  not  have  a  public  announcement?  Are  we 
going  to  have  hundreds  of  these  cases  that  are  out  there  like  this, 
or  is  this  just  an  abnormal  aberration? 

Dr.  Healy.  Of  course  we  do  not  know  precisely,  and  we  will  not 
know  until  we  complete  our  review  of  the  major  grantees,  the  104 
grantees.  From  what  we  can  determine  at  the  present  time,  based 
on  the  initial  responses,  we  are  not  likely  to  uncover  other  such  sit- 
uations. 

I  will  quote  from  one  institution  that  said  something  which  is 
said  by  many  institutions  in  their  response. 

The  university  does  not  extend  license  rights  to  future  research  generally,  but 
only  to  technology  arising  in  the  course  of  research  done  pursuant  to  a  specifically 
agreed  on  research  protocol  to  be  sponsored  by  that  licensee. 

Also,  at  the  time  that  the  Scripps/Sandoz  arrangement  was  an- 
nounced, there  was  the  statement  that  this  arrangement  is  unusu- 
al, that  this  is  different,  and  that  this  kind  of  arrangement  might 
proliferate.  From  what  we  can  determine  at  this  point,  it  does 
appear  to  be  somewhat  in  a  class  by  itself.  We  hope  to  be  able  to 
give  you  more  precise  information  within  the  month. 

Mr.  BiLBRAY.  The  last  point  on  this  is  the  fact  that  under  Bayh- 
Dole  there  are  two  agencies  that  are  supposed  to  monitor  imple- 
mentation of  this  agreement  in  compliance  with  the  act,  the  GAO, 
and  the  Department  of  Commerce, 


21 

Do  you  believe  that  these  agencies  should  revisit  their  regula- 
tions— I  think  that  you  have  made  that  clear  that  Commerce 
should,  but  how  about  GAO — and  what  changes  would  you  recom- 
mend? You  will  get  those  to  us,  I  presume? 

Dr.  Healy.  Certainly  the  Comptroller  and  the  GAO  have  direct 
responsibility,  as  stated  in  the  Bayh-Dole  Act,  to  oversee  the  activi- 
ties that  are  ongoing  between  agencies  and  their  grantees  and  in- 
dustry. I  would  think  that  it  would  be  most  appropriate  to  have  the 
GAO  play  a  role.  The  OTA  just  conducted  a  major  study  of  such 
agreements,  large  and  small.  They  commented  that  the  large  type 
of  arrangements,  which  are  similar  but  not  identical  to  the  ones  we 
are  discussing  today,  are  less  common,  but  may  be  increasing,  and 
that  a  lot  is  unknown  about  them. 

So,  I  think  that  now  with  a  12-year  record  on  large  arrange- 
ments, with  newer  kinds  and  more-intense  large  arrangements  de- 
veloping, that  it  might  be  the  time  for  the  GAO  to  take  a  look. 

Mr.  BiLBRAY.  Do  these  institutions  have  to  send  you  copies?  If  we 
had  a  law  that  says  that  when  grants  are  involved,  that  the  institu- 
tions have  to  provide  you  with  copies  of  all  agreements  prior  to  ap- 
proval, would  that  kind  of  authority  power  really  enhance  the  abil- 
ity of  either  yourself,  or  Commerce,  or  whoever  is  monitoring? 

Dr.  Healy.  The  difficulty  is  that  you  should  only  receive  some- 
thing for  review  if  you  are  really  going  to  review  it,  and  you  are 
going  to  make  some  decisions  based  on  that.  At  the  present  time, 
we  do  not  have  any  authorities  to  comment  or  to  intrude  ourselves 
in  the  relationships  that  exist  between  our  grantees  and  industry.  I 
am  not  sure  that  is  a  good  idea. 

I  think  that  within  the  system  of  Bayh-Dole,  NIH  has  gotten  out 
of  the  middle.  The  NIH  is  not  the  middle  man  or  the  middle 
woman  in  these  arrangements.  It  has  fostered,  I  think,  a  rather 
speedy  technology  transfer  mechanism. 

However,  I  do  believe  that  there  must  be  some  balancing  of 
public  interests  to  ensure  that  when  major  agreements  are  devel- 
oped in  which  rights  are  essentially  sold  to  NIH  research  up  front 
many,  many  years  before  they  may  even  be  conceived  or  developed, 
that  the  NIH  does  have  some  participatory  oversight  responsibil- 
ities. 

I  also  think  that  what  we  have  to  do  is  try  and  balance  the  issue 
of  fostering  technology  transfer,  at  the  same  time  protecting  the 
public  interest.  What  additionally  I  think  concerns  us  all  here  is 
that  this  is  not  just  an  agreement  in  which  you  have  such  monopo- 
ly created  for  a  large  portfolio  of  NIH  research,  a  monopoly  on 
brain  power,  a  monopoly  on  talent,  as  well  as  a  monopoly  on  future 
inventions,  but  it  is  at  the  risk  of  sounding  chauvinistic,  it  is  with  a 
non-American  company. 

I  think  that  also  should  be  scrutinized,  if  we  believe  that  the  U.S. 
competitiveness  outlined  in  Bayh-Dole,  particularly  the  preference 
for  U.S.  industry,  the  preference  for  U.S.  manufacturing,  and  the 
preference  for  U.S.  jobs  is  meaningful.  If  we  believe  that  is  impor- 
tant, I  think  that  whenever  an  arrangement  is  made  with  a  compa- 
ny that  has  major  capabilities  for  manufacturing  outside  of  the 
United  States,  and,  in  fact,  some  intention  to  do  so,  that  we  ought 
to  scrutinize  those  agreements  more  carefully. 
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Whether  NIH  is  the  right  entity  to  do  it,  or  whether  it  is  Com- 
merce, I  think  that  really  has  to  be  explored. 

Mr.  BiLBRAY.  Thank  you. 

Chairman  Wyden.  I  thank  my  colleague. 

The  gentleman  from  Massachusetts. 

Mr.  ToRKiLDSEN.  Thank  you,  Mr.  Chairman. 

Again,  Dr.  Healy,  thank  you  for  your  testimony  in  this  area.  Just 
to  explore  a  couple  of  possibilities. 

One,  would  it  be  possible  either  under  existing  regulation  or  stat- 
ute for  you  to  ask  any  recipient  of  a  grant  from  NIH  that  any 
agreements  that  they  enter  into  do  comply  with  the  Bayh-Dole 
statute  as  it  is  now  written;  is  that  something  that  you  could  do? 

Dr.  Healy.  Yes;  and,  of  course,  all  institutions  have  an  obligation 
to  abide  by  Bayh-Dole.  The  Bayh-Dole  Act  really  speaks  to  them 
more  than  it  speaks  to  the  funding  agency,  and  it  is  expected  that 
they  must  comply.  What  has  occurred  here  is  some  ambiguity  in 
which  the  Scripps  Institute  believes  that  its  relationship  with 
Sandoz  does  comply.  In  our  review,  we  have  some  questions  about 
whether  it  applies. 

Mr.  ToRKiLDSEN.  Also,  in  general  terms,  I  know  that  canceling  a 
contract  can  be  extremely  time  consuming.  It  sounds  like  it  is 
simple,  but  sometimes  it  can  take  forever. 

But  is  it  possible,  again,  either  under  statute  or  regulation  that  if 
you  found  that  a  company  was  not  in  compliance  with  Bayh-Dole 
or  some  other  statute  that  they  were  required  to  comply  with, 
could  you  simply  withhold  from  them  future  grants  which  some- 
times is  every  bit  as  effective  as  trying  to  cancel  an  existing  grant; 
is  that  something  that  you  could  look  at? 

Dr.  Healy.  Since  we  award  our  grants  on  an  annual  basis,  we 
always  have  those  authorities.  But  that  is  kind  of  a  big  club.  What 
we  want  to  do  is  promote  science  and  promote  technology  transfer. 
I  think  that  our  view  is  that  something  like  an  exceptional  circum- 
stance in  which  you  would  put  a  limited  restriction  on  the  grant, 
and  allow  the  scientists  to  continue  their  science.  But  only  put  a 
limited  restriction,  which  might  be  something  like  if  an  invention 
that  comes  from  this  research  is  to  be  licensed,  then  one  cannot 
grant  an  exclusive  license  without  prior  approval  of  the  NIH. 

Now  that  would  not  be  nefarious  in  the  sense  that  it  would  in- 
trude upon  a  scientist's  independence,  which  we  do  not  want  to  do. 
But  it  would  put  some  restrictions  on  the  subsequent  commercial- 
ization of  that  research,  which  is  funded  in  large  part  by  the  U.S. 
Government. 

Mr.  TORKILDSEN.  The  final  question  is  a  very,  very  broad  area.  In 
the  world  that  we  are  living  in  now,  it  is  extremely  difficult  to  re- 
strict the  free  flow  of  ideas,  and  people,  capital,  and  virtually  ev- 
erything else,  it  seems,  in  each  year  that  goes  by. 

Even  if  an  agreement  does  not  have  a  clause  that  says  a  parent 
company  may  be  able  to  transfer  the  research  of  a  scientist  from 
the  company  receiving  a  NIH  grant  to  the  de  facto  parent  compa- 
ny, is  there  any  way  that  you  would  foresee  that  you  could  prevent 
that  from  happening?  Because  basic  research  or  any  type  of  re- 
search really  can  be  done  in  a  variety  of  countries  and  by  a  variety 
of  companies.  ' 


Is  there  any  practical  way  that  you  can  see  those  restrictions?  I 
mean  I  agree  with  the  intent.  We  want  the  availabihty  of  the  man- 
ufacturing here  in  the  United  States  from  research  funded  by  the 
taxpayers.  I  mean  absolutely  that  is  what  we  want  to  see. 

But  as  we  become  more  of  an  international  world,  do  you  see  a 
practical  way  to  really  enforce  that? 

Dr.  Healy.  Of  course,  we  are  not  in  any  way  trying  to  restrict 
the  free  flow  of  ideas,  the  free  flow  of  science,  or  scientists.  On  the 
contrary,  this  particular  arrangement  that  we  reviewed  the  past 
day  puts  in  requirements  that  seem  to  do  that,  that  seem  to  re- 
strict, and,  in  fact,  clearly  do  restrict  science  and  scientists;  who 
the  scientists  can  talk  to;  what  scientists  can  come  on  the  campus; 
whether  a  scientist  can  continue  to  pursue  their  own  research  and 
their  own  discovery;  who  they  can  collaborate  with;  with  whom 
they  can  have  consulting  relationships;  and  whether  existing  rela- 
tionships between  Scripps  and  its  scientists  with  40  other  compa- 
nies may  be  continued  or  renewed. 

So,  I  am  concerned  that  this  agreement  is  against  the  spirit  of 
free  flow  of  ideas.  The  only  thing  that  NIH,  or  Bayh-Dole,  or  tech- 
nology transfer  principles  are  restricting — if  you  can  call  it  a  re- 
striction— is  the  matter  of  when  an  idea,  which  is  a  piece  of  intel- 
lectual property,  is  patented  or  how  it  is  commercialized.  If  that 
patent  or  that  idea,  that  piece  of  intellectual  property,  has  been  de- 
veloped by  U.S.  taxpayer  money,  we  believe  that  the  U.S.  taxpayer 
should  benefit. 

We  also  believe  that  taxpayers  should  not  only  benefit  in  terms 
of  the  product  that  will  help  their  health,  but  also  in  terms  of  the 
economic  development  of  that  product,  which  will  create  jobs  and 
create  American  industry. 

So,  we  are  not  just  talking  about  restricting  science  or  scientists, 
a  flow  of  those  entities.  We  are  also  talking  about  making  sure  that 
the  American  taxpayer  gets  a  return  on  its  investment  in  biomedi- 
cal research  in  human  terms  and  in  economic  terms. 

Mr.  ToRKiLDSEN.  Maybe  I  did  not  phrase  it  in  the  best  way,  but 
that  was  the  gist  of  my  question.  I  mean  that  is  the  one  restriction 
that  I  believe  is  quite  legitimate.  Because  this  is  U.S.  taxpayer 
funded  research,  there  should  be  a  direct  benefit,  if  there  is  any, 
here  in  the  United  States.  My  concern  is  that  is  just  becoming 
more  and  more  difficult  to  enforce. 

I  was  asking  that  either  with  possible  regulatory  change  or  stat- 
ute change,  do  you  see  that  we  will  be  able  to  enforce  that  in  the 
future? 

Again,  I  have  not  read  this  agreement,  but  just  a  general  ques- 
tion. Are  we  going  to  be  able  to  really  ensure  that  taxpayer  funded 
research  does  benefit  primarily  the  United  States?  Obviously,  there 
are  going  to  be  benefits  elsewhere. 

Are  we  going  to  have  that  ability  with  that  one  restriction  that  it 
does  come  back  here  to  the  United  States? 

Dr.  Healy.  I  think  that  these  problems  can  often  take  care  of 
themselves,  if  enough  sunshine  is  put  on  them.  I  personally  believe 
that  if  the  entire  scientific  community  and  every  one  of  our  hun- 
dred grantee  institutions  were  able  to  spend  time  with  this  particu- 
lar contract,  which  my  colleagues  and  I  reviewed  for  the  past  day 
or  2  days,  that  the  problem  would  be  self-correcting. 
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I  do  not  believe  for  a  minute  that  the  scientific  community  or  re- 
search institutions  would  enter  into  these  kinds  of  arrangements,  I 
would  like  to  have  that  dialog  first  before  we  take  more  action  to 
forbid  or  restrict  activities.  My  concern  is  that  this  agreement  for- 
bids too  many  things.  It  forbids  free  enterprise.  It  forbids  exchange 
of  ideas.  It  forbids  free  communication  with  scientists. 

I  think  that  is  against  the  spirit  of  science  as  much  as  it  is 
against  the  public  interest.  If  this  contract  were  out  in  the  sun- 
shine, and  everybody  could  see  it,  I  think  that  the  problem  would 
be  self-correcting.  Maybe  that  is  the  dialog  that  we  have  to  have 
first  before  we  move  to  the  next  step. 

Mr.  TORKILDSEN.  OK. 

Dr.  Healy.  Mr.  Adler  wanted  to  make  a  comment,  if  he  might. 

Mr.  Abler.  The  Bayh-Dole  Act  generally  treats  U.S.  companies 
not  in  terms  of  ownership  but  in  terms  of  where  the  entity  is  locat- 
ed. So,  I  noted,  for  instance,  Sandoz's  statement  for  the  record  at 
the  hearing  this  morning  states  that  Sandoz  employs  10,000  people 
in  the  United  States,  and  pays  tens  of  millions  of  dollars  in  taxes. 
As  far  as  Bayh-Dole  is  concerned,  interactions  with  Sandoz  USA 
are  with  a  U.S.  company. 

In  the  biotechnology  field  particularly,  we  have  to  be  very  care- 
ful about  the  nature  of  research.  Because  just  like  gene  research  or 
AIDS  research,  it  has  become  very  international  in  character  over 
the  last  decade.  The  way  that  small  biotechnology  companies 
secure  strategic  marketing  partnerships  or  supplementary  funds  in 
time  periods  when  venture  capital  is  tight  is  by  turning  to  partners 
overseas. 

So,  one  must  take  a  very  broad  view  of  U.S.  benefit  when  think- 
ing about  how  the  biotechnology  industry  itself  would  function 
with  excessive  constraints  on  its  ability  to  interact  on  a  worldwide 
scene. 

Mr.  ToRKiLDSEN.  Thank  you,  Mr.  Chairman.  I  yield  back  the  bal- 
ance of  my  time. 

Chairman  Wyden.  I  thank  my  colleague. 

The  gentleman  from  Virginia,  Mr.  Sisisky. 

Mr.  Sisisky.  I  am  sorry,  but  I  do  believe  in  the  golden  rule.  Who- 
ever has  the  gold,  rules.  That  is  why  I  made  the  statement  before. 
We  have  the  leverage.  By  "we"  I  mean,  the  U.S.  Government.  We 
are  giving  away  $7  billion.  I  am  just  amazed  at  the  number  of 
grants  to  nonprofit  organizations  I  see  listed  here. 

How  do  you  audit  these  grants?  Do  you  audit  to  be  sure  that  this 
money  is  spent  in  developing  products,  or  do  you  audit  where  this 
money  goes? 

Dr.  Healy.  In  scientific  pursuit,  auditing  occurs  all  of  the  time 
with  regard  to  the  actual  science,  and  how  it  is  pursued,  and  how  it 
is  developed.  I  think  that  the  system  is  quite  healthy  in  that 
regard.  Our  auditing  responsibilities  typically  are  in  the  realm  of 
auditing  the  financial  issues;  the  grant  dollars;  the  budgets;  audit- 
ing compliance  with  Government  regulations,  like  humane  treat- 
ment of  animals;  recombinant  DNA  biosafety  issues;  and,  of  course, 
human  subjects  investigation. 

So,  we  have  extensive  auditing.  Some  of  it  is  conducted  by  the 
Department  of  Health  and  Human  Services.  Some  is  done  by  the 
Office  of  the  Inspector  General. 
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We  also  monitor,  as  do  other  Government  agencies,  like  OTA  and 
GAO,  overall  trends  that  examine  return  on  investment  to  the 
American  taxpayer,  in  terms  of  their  health  as  well  as  economic 
issues. 

Mr.  SisiSKY.  When  I  talk  about  audits,  I  am  reminded  of  another 
investigation  of  indirect  costs — where  universities  are  using  money 
for  purposes  other  than  those  spelled  out  with  the  grants. 

Do  you  have  that  tjrpe  of  auditing? 

Dr.  Healy.  The  Department  of  Health  and  Human  Services  has 
the  responsibility  of  auditing  indirect  costs. 

Mr.  SisiSKY.  I  noticed  that  you  talked  about  commercialization. 

What  do  we  do  when  somebody  wants  to  commercialize  a  prod- 
uct? You  said  that  you  have  the  right  to  make  sure  U.S.  taxpayers 
benefit  from  their  investment.  How  do  you  do  that? 

Dr.  Healy.  Of  course,  we  encourage  commercialization.  The  typi- 
cal way  in  which  NIH  monitors  it  is  our  requirement  under  Bayh- 
Dole,  which  stipulates  that  sdl  grants  have  on  the  very  front  page  a 
statement  as  to  whether  there  are  any  patents  or  inventions  that 
have  resulted  from  the  research.  We  must  include  that  statement 
in  our  grant  agreements,  and  that  allows  us  to  keep  track  of  all  of 
the  patents  that  have  developed  and  all  of  the  inventions. 

Mr.  SisiSKY.  Other  than  monitor  the  products 

Dr.  Healy.  The  invention,  the  patent. 

Mr.  SisiSKY  [continuing].  That  would  contribute  to  the  health  or 
welfare  of  Americans,  what  else  do  we  do?  Do  we  control  the  price 
to  any  degree? 

Dr.  Healy.  No;  we  do  not. 

Mr.  SisiSKY.  We  are  going  to  get  a  lot  of  visitors  in  the  next  few 
days,  Mr.  Chairman,  when  we  ask  these  questions. 

Dr.  Healy.  Mr.  Wyden  knows  that  we  feel  strongly  that  NIH 
should  not  be  involved  in  setting  prices  for  pharmaceuticals. 

Mr.  SisiSKY.  We  do  nothing? 

Dr.  Healy.  We  are  a  science  agency. 

Mr.  SisiSKY.  Well,  wait  a  minute.  I  think  that  you  said  that  in 
the  commercialization  process,  you  have  the  right  to  make  sure 
U.S.  taxpayers  benefit  from  their  investment? 

What  do  we  do?  How  do  we  protect  the  investment  of  American 
taxpayers,  a  $7-billion  investment  now? 

Dr.  Healy.  What  we  do  is  we  fulfill  our  obligations  under  Bayh- 
Dole,  which  are  to  monitor  the  development  of  patentable  inven- 
tions. Institutions  notify  us  when  they  are  electing  title.  NIH  keeps 
a  portfolio  of  all  invention  reports,  as  well  as  patents.  NIH  has  the 
authority  and  the  ability  to  either  march  in  or  declare  exceptional 
circumstances. 

In  our  entire  history,  we  have  only  threatened  to  march  in  in  the 
case  of  one  drug.  For  the  most  part,  the  system  works  very  well, 
and  NIH  fulfills  its  obligation  under  Bayh-Dole.  With  regard  to 
commercialization,  under  a  law  passed  by  this  Congress,  the  NIH 
was  removed  as  a  middle  man  in  the  process  of  developing  the  up- 
front negotiations  and  the  up-front  contracts  between  our  grantees 
and  industry. 

When  it  comes  to  the  NIH  intramural  laboratory,  which  is  about 
10  percent  of  our  portfolio,  NIH  is  actively  involved  up-front  in  ne- 
gotiating those  contracts,  and  in  industry  issues  that  have  to  do 
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with  fair  pricing,  and  in  industry  issues  that  have  to  do  with  the 
constraints  on  those  collaborations,  and  the  return  on  the  public 
investment. 

But  we  have  different  procedures.  When  we  are  dealing  with  our 
own  intramural  Federal  laboratory  in  Bethesda,  we  tightly  control 
technology  transfer.  When  we  are  dealing  with  our  grantees,  which 
is  the  bulk  of  our  portfolio,  those  authorities  under  the  law  are  for 
the  most  part  delegated  to  the  grantee  institutions.  We  have  only 
limited  responsibility. 

Mr.  SisiSKY.  That  is  what  I  am  saying.  You  said  that  you  made 
sure  U.S.taxpayers  benefit,  but  you  really  do  not.  I  mean  we  really 
do  not  have  anything  to  do  with  it. 

Am  I  correct  in  that?  I  think  that  is  the  answer  to  my  question. 
That  is  why  I  could  not  understand  your  initial  statement. 

To  what  extent  do  you  audit  institutional  rules  regarding  conflict 
of  interest  among  employees? 

Dr.  Healy.  We  have  a  requirement  under  the  Public  Health 
Service  Regulations  that  all  institutions  must  have  conflict-of-inter- 
est rules.  We  have  developed  a  set  of  model  rules,  which  would  be 
the  standing  PHS  and  NIH  rules  for  conflict  of  interest,  but  they 
have  not  yet  been  approved  or  finalized.  Until  they  are  approved  or 
finalized,  again  the  responsibilities  of  conflict  of  interest  and  specif- 
ic details  of  managing  those  conflicts  of  interest  or  perceived  con- 
flicts of  interest  remain  in  the  hands  of  our  grantees. 

Mr.  SisiSKY.  I  do  not  mean  to  be  critical,  but  didn't  this  start  in 
1987? 

Dr.  Healy.  What? 

Mr.  SisiSKY.  The  conflict  of  interest  problem.  I  have  it  here  that 
NIH  first  started  to  address  the  potential  for  conflicts  of  interest. 
Are  we  still  just  talking  about  it? 

Dr.  Healy.  NIH  does  not  have  the  authority  to  develop  its  own 
guidelines.  Any  guidelines  that  we  develop  must  be  approved  by 
the  Department  of  Health  and  Human  Services.  That  may  be  hard 
to  imagine  of  a  $10-billion  agency — that  we  do  not  have  the  author- 
ity to  develop  our  own  guidelines — but  we  do  not.  We  have  had  nu- 
merous drafts  and  sets  of  guidelines,  but  they  have  not  yet  been 
approved. 

Mr.  Sisisky.  It  is  unbelievable.  That's  exactly  what  we  are  talk- 
ing about. 

If  there  is  a  conflict  of  interest  in  the  Sandoz  and  Scripps  deal, 
we  have  no  enforcement  mechanism,  do  we? 

Dr.  Healy.  I  think  that  the  major  issues,  our  major  concerns 
about  the  Sandoz/ Scripps  arrangement,  have  to  do  with  compliance 
with  the  policy  objections  of  Bayh-Dole.  With  regard  to  conflict  of 
interest,  there  are  certain  sections  that  raise  questions  about  it 
that  need  to  be  pursued.  But  it  is  impossible  to  determine  whether 
there  is  a  conflict  of  interest  in  this  agreement.  I  would  not  go  so 
far  as  to  say  that  now.  I  think  that  has  to  be  studied,  and  that  in- 
formation has  to  be  gathered. 

There  is  the  potential  for  conflict  of  interest  when  you  have  sci- 
entists who  have  personal  consultancy  arrangements  with  a  compa- 
ny, and  then  are  doing  research  for  that  company  where  the  re- 
sults of  their  research  will  influence  their  own  personal  gain.  But 
that  has  to  be  explored  further. 
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Chairman  Wyden.  If  the  gentleman  would  yield. 

Just  so  we  understand,  the  two  potential  conflicts  of  interest  that 
you  feel  are  important  on  which  to  follow  up  are:  One,  these  per- 
sonal consultancy  contracts;  and  two,  this  matter  of  the  human 
subjects  research  where  there  is  funding  going  on? 

Dr.  Healy.  Yes. 

Chairman  Wyden.  Those  are  the  two  potential  conflicts  of  inter- 
est that  the  institutes  can  follow  up  on? 

Dr.  Healy.  Right.  On  the  consulting  arrangements,  it  appears  to 
be  case  by  case  where  Sandoz  must  review  any  consulting  relation- 
ships that  Scripps  scientists  have.  If  it  does  not  want  them  to  have 
those  relationships,  it  essentially  can  buy  them  out.  It  can  buy  out 
those  consultancies  by  Sandoz,  paying  that  scientist  for  what  con- 
sultancies they  could  have  obtained  if  they  were  under  this  agree- 
ment. 

Chairman  Wyden.  Sort  of  the  Federal  research  equivalent  to 
paying  somebody  not  to  grow  crops? 

Dr.  Healy.  Maybe. 

Chairman  Wyden.  The  gentleman  from  Virginia. 

Mr.  SisiSKY.  I  know  that  you  have  raised  a  couple  of  concerns. 
The  contract  just  got  to  you  Monday  night,  so  obviously  you  have 
nothing  written  on  this. 

But  are  there  any  other  major  concerns  about  this  contract  that 
you  have  not  mentioned  here  today? 

Dr.  Healy.  One  of  the  concerns  that  I  think  troubled  us — there 
were  one  or  two  others — is  that  of  the  assumption  of  research,  in 
which  the  company  can  go  in  and  say  that  a  certain  piece  of  re- 
search should  be  taken  away  from  a  scientist  and  from  Scripps, 
and  that  scientist  then  cannot  pursue  other  funding  mechanisms. 

Another  issue  that  certainly  raised  our  concern  was  the  fact  that 
there  is  a  scientific  council,  a  joint  scientific  council,  chaired  by  the 
company  that  oversees  all  research  by  Scripps,  that  can  comment 
on  specific  funding  projects  with  regard  to  who  can  collaborate  and 
who  cannot  collaborate,  which  scientists  can  work  on  it,  and  which 
ones  cannot.  This  council  monitors  research.  This  group  meets  at 
least  four  times  a  year,  and  most  often  its  agenda  is  set  by  the  com- 
pany. It  also  puts  two  members  of  the  company  on  the  board  of  di- 
rectors of  the  institute. 

Mr.  SisiSKY.  I  am  glad  you  said  that  just  now. 

How  many  members  of  the  board  do  they  have? 

Dr.  Healy.  As  I  remember,  they  have  around  six  outside  mem- 
bers. 

Mr.  SisiSKY.  They  have  six  outside  members.  Now  tell  me  a  little 
bit  about  a  nonprofit,  that  a  corporation  can  demand  seats  on  its 
board.  I  do  not  think  that  I  understand  that  too  well.  The  whole 
nonprofit  nature  kind  of  gets  confused  there  when  outside  directors 
can  control  certain  aspects  of  the  nonprofit. 

Dr.  Healy.  They  have  only  two  seats  on  the  board,  but  I  do  not 
know  any  further  detail. 

Mr.  SisiSKY.  But  they  must  exert  some  influence.  It  does  not 
seem  to  me  that  the  nonprofit  has  complete  discretion  from  a  scien- 
tific standpoint  or  in  any  other  way. 
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Dr.  Healy.  There  is  also  a  statement  in  there  that  Sandoz  can 
ask  Scripps  to  pursue  research  which  is  consistent  with  the  strate- 
gic objectives  of  the  company,  of  Sandoz. 

Mr.  SisiSKY.  A  nonprofit  organization.  It  looks  like  an  extension 
of  a  for-profit  corporation  to  me  in  a  nonprofit  environment,  Mr. 
Chairman.  Thank  you. 

Chairman  Wyden.  I  thank  the  gentleman  for  his  questions. 

The  gentleman  from  Arkansas,  Mr.  Dickey. 

Mr.  Dickey.  No  questions. 

Chairman  Wyden.  The  gentleman  from  California,  Mr.  Kim. 

Mr.  Kim.  Thank  you,  Mr.  Chairman,  for  yielding  time  to  me. 

I  have  one  question  which  I  am  going  to  ask  bluntly,  as  that  is 
the  only  way  that  I  know  how  to  do  it. 

Are  you  asking  for  more  power  and  more  authority  so  that  you 
can  control  and  regulate  this  abusiveness? 

Or  let  me  put  it  a  different  way.  I  seem  to  hear  a  conflicting  mes- 
sage from  you  today.  On  one  hand,  you  are  saying  that  under  the 
Bayh-Dole  Act  you  are  promoting  commercialization,  and  promot- 
ing free  enterprise,  and  technology  transfer  to  small  business,  et 
cetera.  Yet  on  the  other  hand,  you  mention  that  you  need  guide- 
lines, and  you  need  more  direction.  There  is  abusiveness  of  a  grant- 
ee using  Federal  money  to  get  advantage,  secure  these  patents,  et 
cetera. 

You  mention  that  these  advantages  should  return  back  to  tax- 
payers. Having  said  that,  let  me  ask  you  two  specific  questions. 

Number  one,  how  do  you  return  that  to  taxpayers?  Do  you  have 
any  idea  how  to  do  that? 

The  second  question  is  what  does  it  mean  to  small  business?  You 
mentioned  several  times  that  this  would  be  a  benefit  to  small  busi- 
nesses, the  creation  of  small  businesses,  et  cetera.  I  am  not  sure 
what  the  definition  of  small  business  is.  How  small  is  small  busi- 
ness? 

What  kind  of  benefit  would  taxpayers  receive,  and  also  what 
does  this  mean  to  small  business? 

Dr.  Healy.  The  first  question  is  the  general  question  of  the 
return  of  NIH  research  to  the  American  taxpayer.  I  personally  be- 
lieve that  there  is  no  agency  in  the  Federal  Government  that  gives 
more  return  to  the  American  taxpayer  than  the  National  Institutes 
of  Health.  It  has  a  phenomenal  track  record  of  accomplishment  in 
terms  of  bringing  better  health  and  improving  human  life.  I  think 
if  it  were  well  known  in  terms  of  what  it  has  contributed  to  the 
American  public,  I  think  that  NIH  would  be  viewed  as  probably 
the  jewel  in  the  crown  of  the  Federal  Government. 

That  is  mainly  in  the  form  of  discoveries  that  relate  to  illness, 
that  relate  to  cures,  that  relate  to  prevention,  and  that  relate  to 
alleviating  human  suffering. 

The  second  question  has  to  do  with  small  businesses.  Under 
Bayh-Dole,  there  is  a  specific  statement  that  the  technology  trans- 
fer agreements  must  encourage  the  maximum  participation  of 
small  business  firms  in  federally  supported  research. 

The  Scripps/Sandoz  arrangement,  the  global  arrangement,  that 
we  are  discussing  today,  would  on  the  surface  appear  to  keep  small 
businesses  away  from  the  Scripps  $70  million-plus  Federal  grant 
portfolio.  Scripps  also  currently  has  about  40-plus  arrangements, 
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collaborative  arrangements,  mainly  with  small  companies  that 
have  been  going  on  for  some  time  and  are  based  on  specific  projects 
and  specific  areas  of  development. 

This  contract  explicitly  states  that  the  company,  Sandoz,  will 
have  some  authorities  with  regard  to  overseeing  and  commenting 
on  whether  those  agreements  should  even  be  renewed. 

So,  theoretically,  even  the  existing  small  businesses  that  are 
gaining  from  federally  supported  research  conducted  at  Scripps 
might  be  in  jeopardy,  due  to  Sandoz's  authority  to  monitor  any 
future  renewal. 

So,  it  is  our  belief  that  small  businesses  are  not  going  to  be  get- 
ting ready  access,  if  access  at  all,  to  federally  sponsored  research  at 
Scripps  under  this  very  global  and  very  tightly  regulatory  agree- 
ment. 

Mr.  Kim.  Do  you  think  that  it  is  more  efficient  that  you  do  it,  the 
agency,  NIH? 

Dr.  Healy.  We  believe  that  the  spirit  of  Bayh-Dole  and  the 
intent  of  Bayh-Dole  should  be  adhered  to.  If  you  look  at  other  big 
agreements  like  this — and  the  OTA  has  recently  looked  at  them, 
there  was  a  large  one  between  Hirkson  MGH,  and  there  was  a 
large  one  between  Monsanto  and  Washington  University  in  St. 
Louis — if  you  look  at  the  agreements  that  those  institutions  struck 
with  industry,  they  explicitly  stated  that  scientists  could  have  rela- 
tionships with  other  companies,  that  these  were  not  nonexclusive. 
They  explicitly  said  that  the  company  only  got  exclusive  rights  if 
the  company  supported  most  of  the  research  that  led  to  those  ex- 
clusive rights. 

They  explicitly  made  sure  that  there  was  an  arm's  length  rela- 
tionship between  the  company  and  the  management  of  those  insti- 
tutions. So,  I  think  that  those  are  the  kinds  of  agreements  that 
came  up  and  developed  without  any  intrusion  on  the  part  of  NIH, 
but  clearly  supported  the  spirit  of  Bayh-Dole. 

I  recently  saw  that  the  Howard  Hughes  Institute  has  spoken  out 
against  the  notion  of  exclusive  bonding  between  one  scientist  and 
one  company.  Because  they  believe  that  it  is  in  the  public  interest 
that  scientists  who  are  taking  taxpayer  dollars  to  do  biomedical  re- 
search should  do  that  research  on  behalf  of  the  American  public, 
not  on  the  behalf  of  a  single  company  that  buys  present  and  future 
rights  to  all  of  their  ideas,  all  of  their  grants,  and  all  of  the  prod- 
ucts that  come  out  of  their  work  for  the  next  10  or  20  years.  I  think 
that  there  is  a  difference. 

Mr.  Kim.  Thank  you. 

Chairman  Wyden.  Does  the  gentleman  from  California  have  ad- 
ditional questions? 

Mr.  Kim.  I  disagree  with  part  of  what  she  said,  but  I  am  not  here 
to  argue.  I  got  the  answer  that  I  expected,  so  that  is  enough. 

Chairman  Wyden.  I  appreciate  my  colleague's  questions,  and  I 
am  going  to  have  some  additional  questions  myself.  But  first,  I 
want  to  recognize  my  friend  from  Nevada. 

Mr.  BiLBRAY.  Yes;  I  had  one  additional  question. 

Dr.  Healy  and  the  other  gentlemen  who  are  here,  I  am  deeply 
concerned.  Remember,  I  mentioned  the  fact  that  there  are  viola- 
tions in  this  agreement.  But  the  stock  transaction  that  Dr.  Lerner 
received  as  part  of  this  agreement,  in  which  Sandoz  put  $9  million 
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into  a  company  whose  stock  he  got  at  a  penny  a  share  troubles  me. 
The  stock  is  now  selling  for  $7.50  a  share. 

Is  this  of  any  concern  to  NIH,  the  fact  that  this  sweetheart  deal 
was  given  to  him?  We  do  not  know  what  this  company  is  going  to 
do.  It  has  got  a  lot  of  money  put  into  it,  and  it  is  going  up.  It  is 
going  to  enter  the  biotechnology  area.  I  can  just  conceive  that 
many  of  the  areas  that  it  will  enter  will  be  the  areas  that  we  are 
researching  and  that  we  are  putting  our  money  into. 

Does  that  bother  you  at  all? 

Dr.  Healy.  Well,  first,  I  cannot  comment  on  the  specific  arrange- 
ments that  you  are  mentioning,  because  I  do  not  have  any  details 
of  them.  But  in  a  general  sense,  it  is  not  unusual  for  a  scientist, 
one  of  our  grantees,  a  scientist  within  a  university  or  research  in- 
stitution who  has  an  idea  or  holds  a  patent  on  a  discovery,  to  be 
participating  in  the  startup  of  a  new  company.  They  might  get 
equity  interest,  or  they  might  get  interest  with  regard  to  member- 
ship on  boards,  participation  in  the  scientific  advisory  role  of  the 
company,  and  the  future  scientific  directions  of  the  company. 

Mr.  BiLBRAY.  Dr.  Healy,  Dr.  Lerner  runs  Scripps.  He  is  probably 
not  the  one  who  actually  developed  this  particular  technique. 

Dr.  Healy.  I  do  not  know  that.  He  is  a  scientist  also. 

Mr.  BiLBRAY.  This  is  an  SEC  filing.  That  is  why  we  have  it  here. 
It  is  a  fact  of  life. 

Dr.  Healy.  Again,  I  think  that  we  ought  to  look  at  that  separate- 
ly and  apart  from  the  very  positive  relationships  in  which  NIH 
grantees  are  part  of  startup  companies,  and  the  only  thing  that 
NIH  is  specifically  concerned  about  is  making  sure  that,  because  of 
their  equity  interest,  their  own  research  integrity  is  not  in  any  way 
compromised,  because  of  the  promise  of  financial  gain. 

We  think  that  there  are  ways  of  assuring  that  through  monitor- 
ing, through  conflict-of-interest  rules,  that  will  not  break  the  entre- 
preneurial relationship  that  starts  small  businesses.  So,  we  do  not 
want  to  throw  the  baby  out  with  the  bath  water. 

We  still  want  small  companies  to  start  with  great  ideas  that 
result  from  NIH  support.  But  we  want  to  make  sure  that  there  is 
both  a  perception,  as  well  as  real  avoidance,  of  conflict  of  interest. 
We  think  that  those  two  things  can  be  reconciled. 

Now,  the  specific  relationships  with  Dr.  Lerner,  I  just  cannot 
comment  on,  because  I  do  not  know  about  them.  I  think  that  you 
have  to  ask  them. 

Mr.  BiLBRAY.  Dr.  Healy,  it  seems  like  somewhere  along  the  line, 
and  I  know  that  some  foreign  governments  do  this,  when  they  put 
money  out  to  develop  a  technique,  or  a  medicine,  or  whatever  they 
are  developing,  some  of  them  take  back  a  percentage  of  any  royal- 
ties of  any  money  made  on  this  particular  product. 

Have  we  ever  thought  about  doing  that? 

Dr.  Healy.  Well,  in  years  gone  by,  the  Government  often  re- 
served rights  to  inventions  and  was  a  coowner  of  inventions.  Under 
traditions  that  developed  in  the  1970's  and  subsequently  under  the 
Bayh-Dole  Act  in  the  1980's  and  1990's,  the  Government  has  decid- 
ed that  the  best  way  to  promote  commercialization  and  entrepre- 
neurial pursuit  of  new  industries,  and  small  businesses,  and  jobs, 
and  new  products  that  benefit  the  public  is  to  delegate  those  au- 
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thorities,  to  allow  the  institutions  to  elect  title,  and  to  allow  them 
to  have  the  financial  gain. 

That  has  worked  well.  We  can  see  that  the  whole  strength  of  the 
biotechnology  industry  in  this  country  is  in  large  part  because  we 
have  allowed  that  kind  of  entrepreneurial  spirit  to  drive  industrial 
development. 

I  think  that  for  the  Government  to  retain  the  title  to  all  of  these 
inventions  and  try  to  develop  industries  just  would  not  work. 

Mr.  BiLBRAY.  Not  take  the  title,  but  I  said  how  about  just  a  small 
royalty  like  we  do  on  oil  lands.  We  take  a  percentage  of  the  oil  that 
is  drilled  out  of  it. 

If  we  are  putting  up  $7  billion  a  year  on  research,  could  we  not 
take  a  little  bit  of  it? 

Dr.  Healy.  Well,  we  certainly  do  for  discoveries  that  are  made  in 
our  own  Federal  laboratories.  When  we  give  grants  to  universities, 
we  believe  that  they  are  the  ones  who  are  taking  the  risks.  They 
are  the  ones  who  are  hiring  the  faculty. 

Mr.  BiLBRAY.  We  are  paying  for  them  though. 

Dr.  Healy.  We  pay  for  a  portion  of  their  expenses,  not  all  of 
them. 

Mr.  Adler  would  like  to  make  a  comment. 

Mr.  Abler.  Yes;  thank  you. 

There  is  a  very  helpful  GAO  report — perhaps  their  witness  will 
expand  on  it — from  May  1992,  that  surveys  the  impact  of  Bayh- 
Dole  on  universities  in  terms  of  filing  patent  applications  and  li- 
censing patents  to  the  private  sector.  The  statistic  that  the  GAO 
reports  for  surveyed  universities  in  fiscal  years  1989  and  1990  was 
over  2,000  patent  applications  filed,  and  it  looks  like  approximately 
1,400  license  agreements,  generating  royalty  income  in  excess  of 
$100  million.  So,  I  think  that  Bayh-Dole,  in  fact,  is  working. 

Mr.  BiLBRAY.  If  we  had  a  little  percentage  of  that? 

Dr.  Healy.  We  get  a  big  percentage  when  we  have  great  robust 
industry,  and  lots  of  jobs,  and  taxpayers. 

Did  you  want  to  say  something? 

Mr.  Lanman.  Mr.  Congressman,  I  did  want  to  add  that  what  the 
Government  does  retain  under  Bayh-Dole  is  a  worldwide  royalty 
free  license  to  use  that  invention  for  governmental  purposes.  That 
is  what  is  provided  under  the  Bayh-Dole  Act. 

Mr.  BiLBRAY.  Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  colleague. 

Dr.  Healy,  just  a  couple  of  additional  questions,  because  I  think 
that  you  have  covered  the  waterfront  pretty  well.  Let  me  ask  you 
first  about  the  matter  of  patents,  and  the  patent  situation  at 
Scripps.  What  we  have  picked  up  is  that  Scripps  is  something  of  a 
patent  machine  out  there.  They  have  upward  of  100  patents. 

My  understanding  of  the  Federal  statute  is  that  when  there  is 
Federal  Government  funding  going  into  a  patent,  this  in  some  way 
is  supposed  to  be  marked  on  the  various  documents. 

Have  you  taken  a  look  at  the  patents  out  there,  and  do  you  now 
have  some  concerns  that  perhaps  Federal  law  is  not  being  followed 
with  respect  to  the  patent  situation? 

Dr.  Healy.  Mr.  Adler  has  reviewed  the  patent  portfolio. 

Mr.  Adler.  In  fact,  earlier  this  week,  we  ran  a  printout  of  issued 
U.S.  patents  to  Scripps.  It  looked  to  be  about  130  or  so,  half  of 
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which  bear  the  statutory  requirement  that  Government  funding  be 
acknowledged.  I  note  in  the  GAO  report — in  fact,  I  noticed  this  last 
night  preparing  for  the  hearing  this  morning — that  it  is  typical  for 
surveyed  universities  to  file  relatively  more  patent  applications  on 
industry-sponsored  research,  it  appears,  than  on  Government-spon- 
sored research. 

I  do  not  know  whether  or  not  that  is  because  a  more  aggressive 
posture  is  taken  on  non-NIH  funding  in  terms  of  pursuing  patents, 
or  whether  the  research  that  industry  or  other  sources  support  is 
more  likely  to  be  at  an  applied  level  involving  a  development-tj^e 
patent  application.  So,  the  statistics  about  Scripps  are  consistent 
with  what  the  GAO  has  found  for  30  or  so  surveyed  universities. 

Chairman  Wyden.  Let  me  see  if  I  can  get  this  straight. 

Scripps  gets  90  percent  or  so  of  its  money  from  the  Federal  Gov- 
ernment. 

You  all  have  pulled  the  patents,  and  about  half  of  the  patents 
indicate  that  they  have  some  Federal  funding  is  that  correct? 

Mr.  Adler.  That  is  correct.  It  is  a  preliminary  printout.  We  may 
need  to  consult  a  little  bit  further,  but  that  is  the  preliminary  as- 
sessment that  we  made  this  week. 

Chairman  Wyden.  So,  it  is  possible,  given  the  fact  that  40  per- 
cent of  the  patents  do  not  designate  any  Federal  funding,  that  they 
may  not  be  properly  marked  and  that  is  not  in  compliance  with  the 
Federal  law? 

Mr.  Adler.  That  is  conceivable. 

Chairman  Wyden.  With  regard  to  drug  company  prices.  Dr. 
Healy,  let  me  talk  for  a  second  just  about  theory  here.  This  is 
something  that  you  and  I  have  talked  about  on  many  occasions.  In 
fact,  you  have  been  very  helpful  to  me  in  even  grasping  some  of 
this. 

My  concern  here  is  that  these  kinds  of  monopolistic  practices  in 
addition  to  the  detrimental  effect  on  small  business  reduces  compe- 
tition in  the  drug  company  marketplace.  This  may  be  a  factor,  as 
we  look  at  the  prices  of  drugs  where,  in  effect,  the  taxpayer  has 
done  the  heavy  lifting. 

As  you  know,  the  subcommittee  has  been  looking  at  these  al- 
ready, and  we  are  going  to  be  following  the  products  that  come  out 
of  this  agreement. 

Do  you  think  theoretically  that  is  an  additional  concern  about 
this  kind  of  agreement,  that  this  kind  of  monopoly  structure, 
amounting  to  a  global  monopoly  that  is  essentially  constructed,  has 
the  economic  underpinnings  for  shoving  up  drug  prices  even 
higher? 

Dr.  Healy.  I  think  that  could  be  certainly  a  final  derivative.  I 
think  that  I  am  worried  about  the  competitive  issue.  Because  when 
a  proprietary  company  like  Sandoz  has  the  ability  to  oversee  re- 
search, and  to  control  disclosures  of  that  research,  to  assume  that 
research,  and  even  take  it  out  of  the  country,  you  have  to  have 
some  concerns  raised  about  whether  that  might  even  be  used  in  a 
noncompetitive  way,  not  to  have  certain  areas  developed,  because 
it  is  not  in  the  competitive  interest  of  the  company. 

I  think  that  monopolies  are  not  good  for  setting  fair  prices  or  for 
encouraging  quality.  So,  I  prefer  to  see  the  spirit  of  Bayh-Dole, 
which  is  the  spirit  of  free  enterprise,  free  access,  and  free  competi- 
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tion  honored.  I  think  that  price  is  one  of  the  things  that  you  have 
to  consider. 

Chairman  Wyden.  We  need  to  look  at  where  we  go  from  here. 
You,  of  course,  are  going  to  continue  your  inquiry  with  respect  to 
this  agreement,  and  look  at  the  more  than  a  hundred  other  agree- 
ments. 

But  do  you  think  that  the  problems  that  you  all  have  uncovered 
thus  far  with  respect  to  the  Scripps/Sandoz  situation  are  sufficient- 
ly serious  that  we  ought  to  be  looking  and  asking  the  inspector 
general  from  the  Department  of  Health  and  Human  Services  to 
review  that  Scripps/Sandoz  agreement? 

Dr.  Healy.  Well,  I  think  that  is  certainly  a  consideration  for  the 
Comptroller  General  in  the  GAO,  because  I  think  that  there  does 
appear  to  be  a  difference  of  opinion  with  regard  to  what  the  NIH 
lawyers  feel  is  potential  noncompliance  with  Bayh-Dole  and  what 
the  institution  believes  is  full  compliance  with  Bayh-Dole.  I  think 
that  we  are  going  to  have  to  have  that  difference  of  opinion  re- 
solved. Clearly,  it  is  going  to  have  to  be  resolved  before  NIH,  if  it  is 
deemed  appropriate,  makes  any  exceptional  circumstance  determi- 
nation that  might  put  restrictions  on  exclusive  licensing  to  Sandoz. 

We  need  to  do  a  lot  of  work  ahead  of  time.  The  expertise  of 
either  the  Comptroller  General,  who  has  that  statutory  responsibil- 
ity under  Bayh-Dole,  or  the  IG  might  be  very  helpful  to  us. 

Chairman  Wyden.  We  will  want  to  talk  about  that  as  well  in  the 
days  ahead.  One  last  question,  if  I  could.  A  number  of  the  members 
on  the  committee,  really  on  both  sides,  have  been  concerned  about 
the  need  for  adequate  restrictions,  adequate  protections  to  protect 
the  public  interest. 

The  argument,  of  course,  or  the  refrain  is  when  people  talk  about 
that  is  that  it  will  hamper  the  ability  to  promote  these  partner- 
ships and  create  jobs.  Of  course,  people  will  suffer.  People  will 
suffer,  and  will  not  get  cures,  and  the  fruits  of  medical  science  will 
not  be  available  quickly. 

Are  you  of  the  view  that  it  is  impossible  to  strike  a  balance?  I 
think  that  is  what  the  Members  here  want.  They  want  to  make 
sure  that  the  products  get  out  of  the  chute  quickly.  At  the  same 
time,  we  have  to  be  attentive  to  taxpayers,  and  we  have  to  be  at- 
tentive to  the  need  to  get  these  products  on  line  quickly. 

Have  you  heard  anything  here  today  that  would  suggest  that  we 
cannot  have  these  collaborative  agreements  and,  at  the  same  time, 
protect  taxpayers  and  consumers?  - 

Dr.  Healy.  I  think  that  collaborative  arrangements  of  the  type 
that  were  fostered  by  Bayh-Dole  are  absolutely  essential  to  the 
American  taxpayer  getting  the  return  on  the  NIH  investment. 
They  are  absolutely  essential  to  NIH's  pursuit  of  its  mission  to  im- 
prove the  health  of  the  American  people  through  discovery,  be- 
cause NIH  cannot  develop  these  drugs. 

I  would  hope  that  this  committee  has  the  opportunity  to  review 
and  celebrate  the  many,  many  superb  academic  industrial  relation- 
ships that  have  grown  up  over  the  years  among  our  grantee  insti- 
tutions, and  see  what  truly  good,  positive,  and  effective  arrange- 
ments look  like.  I  think  that  I  would  like  to  see  the  committee  get 
input  from  the  community  at  large  about  the  very  positive  protec- 
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tions  that  they  have  put  in  to  protect  the  public  interest,  and  to 
protect  their  own  institutional  interest. 

I  hope  that  we  might  be  able  to  learn  from  some  of  these  new 
emerging  intrusions  on  Government-funded  research  that  might  be 
developing,  and  maybe  see  if  we  do  not  go  down  the  wrong  track 
and  overturn  an  apple  cart  that  has  been  very,  very  successful  over 
the  past  decade  or  more. 

Chairman  Wyden.  Well,  you  have  done  much  today  to  try  to  get 
this  process  back  on  the  right  track.  It  seems  to  me  that  you  have 
delivered  an  extraordinary  indictment  of  the  Scripps/Sandoz  deal. 
You  have  talked  about  aspects  of  this  that  are  potentially  detri- 
mental to  small  business;  serious  potential  conflicts  of  interest,  and 
serious  potential  violations  of  Bayh-Dole,  possible  threatening  of 
the  mission  of  the  National  Institutes  of  Health,  and  threats  to  the 
independence  of  science. 

In  the  days  ahead,  I  want  to  see  the  kind  of  information  that  you 
have  given  us  today  about  Scripps/Sandoz,  in  effect,  to  be  looked  at 
as  an  aberration,  and  that  we  have  a  much  more  healthy  collabora- 
tive process  for  getting  products  to  market,  helping  our  economy, 
helping  consumers,  and  carrying  out  what  Bayh-Dole  was  all  about. 

As  I  noted  in  my  opening  statement,  you  have  been  a  great  help 
to  this  subcommittee  in  working  with  us  over  the  years  and  identi- 
fying these  issues  that  are  so  relevant  to  business,  taxpayers,  and 
consumers.  I  want  you  to  know  that  when  you  go  back  to  the  pri- 
vate sector,  when  you  go  back  to  Cleveland,  I  am  going  to  be  call- 
ing on  you  often.  We  thank  you. 

Mr.  Adler,  we  will  look  forward  to  seeing  you  in  the  days  ahead. 

Mr.  Lanman,  you  will  be  welcome  as  well. 

We  will  excuse  you  at  this  time. 

Dr.  Healy.  Thank  you. 

Chairman  Wyden.  Next  before  the  subcommittee  is  Mr.  Ralph 
Nader,  Washington,  DC;  Mr.  Jim  Wells,  Associate  Director,  Energy 
and  Science  Issues,  U.S.  General  Accounting  Office;  Dr.  Judith 
Wagner,  Office  of  Technology  Assessment,  accompanied  by  Dr.  Mi- 
chael Gluck,  senior  analyst.  Office  of  Technology  Assessment;  and 
Dr.  Henry  Etzkowitz,  professor.  Department  of  Sociology,  State 
University  of  New  York. 

Dr.  Wagner  and  gentlemen,  we  welcome  you.  It  is  the  practice  of 
the  Small  Business  Subcommittee  to  swear  all  of  the  witnesses  who 
come  before  us. 

Do  any  of  you  have  any  objection  to  being  sworn? 

[No  response.] 

Chairman  Wyden.  Please  rise  and  raise  your  right  hand. 

[Witnesses  sworn.] 

Chairman  Wyden.  Dr.  Wagner,  I  know  that  you  are  on  a  tight 
time  schedule.  Mr.  Nader  is  as  well.  Why  do  we  not  start  first  with 
you,  Dr.  Wagner,  and  then  Mr.  Nader.  If  I  can  ask  you  all  to  try  to 
keep  within  5  minutes,  that  would  be  very  helpful,  because  we  do 
have  the  NIH  bill  on  the  floor  this  morning.  Dr.  Wagner. 

Dr.  Wagner.  I  appreciate  your  understanding  in  this  regard. 

We  would  like  to  submit  our  formal  statement  for  the  record. 

Chairman  Wyden.  Without  objection. 
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TESTIMONY  OF  JUDITH  L.  WAGNER,  SENIOR  ASSOCIATE,  HEALTH 
PROGRAM,  OFFICE  OF  TECHNOLOGY  ASSESSMENT,  ACCOMPA- 
NIED BY  MICHAEL  E.  GLUCK,  SENIOR  ANALYST 

Dr.  Wagner.  As  you  know,  OTA  recently  completed  a  study  of 
pharmaceutical  research  and  development.  Although  we  did  not 
analyze  the  policy  implications  of  the  sizable  Federal  support  for 
academic  biomedical  research,  we  did  document  the  available  data 
on  Government  and  industry  as  funding  sources.  We  are  here 
today  to  provide  you  with  a  brief  summary  of  that  information. 

Collaborative  arrangements  between  academic  researchers  and 
pharmaceutical  firms  represent  an  indirect  transfer  of  federally 
supported  research  and  knowledge  to  the  private  sector.  Although 
university/ industry  corroborations  span  the  entire  breadth  of  the 
pharmaceutical  research  and  development  process  from  its  very  be- 
ginnings to  the  clinical  research  area,  we  focus  today  on  collabora- 
tions in  the  discovery  phase,  where  research  most  often  leads  to 
the  invention  of  a  pharmaceutical  substance  or  technology  with  po- 
tential value  to  the  inventors. 

The  advent  of  biotechnology  techniques  in  university  laboratories 
in  the  1980's  began  an  expansion  of  collaborations  as  large  pharma- 
ceutical firms  turned  to  academia  to  learn  these  techniques. 

In  many  instances,  the  principal  founders  of  the  new  biotechnol- 
ogy companies  were  academics  who  kept  their  university  affili- 
ations. Academic  scientists  also  sought  to  commercialize  university 
research  through  startup  firms  that  also  maintain  close  relation- 
ships with  these  laboratories. 

Today's  collaborations  between  universities  and  industry  take 
place  against  a  backdrop  of  pervasive  Government  funding  for  bio- 
medical research  and  academia.  Of  the  $7.7  billion  of  NIH  funding 
in  1991,  over  three-quarters  went  for  research  performed  in  higher 
education  and  other  nonprofit  institutions. 

Even  within  the  individual  academic  research  laboratories,  finan- 
cial support  from  industry  piggybacks  on  Government  support.  In 
1984,  the  vast  majority  of  biotechnology  faculty  who  received  any 
support,  any  research  support,  from  industry  still  got  most  of  their 
research  support  from  Government  and  the  nonprofit  sector.  Only 
10  percent  of  principal  investigators  received  more  than  25  percent 
of  their  research  support  from  industry. 

We  looked  at  four  kinds  of  collaboration  between  academia  and 
the  pharmaceutical  industry.  The  two  most  common  are  project- 
specific  research  support  and  second,  consulting  arrangements  be- 
tween faculty  and  pharmaceutical  firms. 

A  study  from  the  mid-1980's,  which  is  the  most  recent  data  avail- 
able, showed  that  industry  funding  of  individual  biotechnology  re- 
search projects  in  academia  accounted  for  between  8  to  24  percent 
of  all  funds  available  for  such  research.  About  40  percent  of  bio- 
technology faculty  had  consulted  with  industry  for  money  at  least 
once  in  the  previous  3  years.  These  arrangements  may  be  much 
more  common  today  with  the  growth  of  biotechnology  since  the 
mid-1980's. 

The  second  two  kinds  of  collaboration  have  certainly  received 
more  popular  attention  in  recent  years.  They  are  the  large  scale, 
multiyear   investments  in   academic  research  centers  by  private 
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companies,  of  which  the  Scripps  and  Sandoz  arrangement  is  an  ex- 
ample, and  second,  the  ownership  or  control  of  industrial  firms  by 
a  university  or  its  faculty. 

These  less  frequent  arrangements  have  received  a  great  deal  of 
scrutiny,  not  only  because  of  their  novelty  in  the  life  sciences,  but 
also  because  of  their  potential  impact  on  traditional  academic 
values. 

A  list  compiled  by  Webster  and  Etzkowitz  of  most  of  such  rela- 
tionships with  the  pharmaceutical  industry  through  1990  was  at- 
tached in  our  testimony.  It  shows  that  in  1990  alone,  over  $150  mil- 
lion of  industry  money  was  committed  to  academic  centers,  most  to 
be  paid  out  over  a  5-  to  15-year  period. 

In  the  1980's,  many  faculty  in  the  life  sciences  founded  compa- 
nies with  products  or  services  based  on  their  own  research.  In  re- 
sponse to  this  trend,  some  universities  have  banned  faculty  from 
holding  equity  in  firms  that  support  the  faculty  member's  own  re- 
search, while  others  have  relied  on  faculty  disclosure  rules  in  a 
case-by-case  consideration  of  their  appropriateness. 

Although  individual  cases  have  been  controversial,  the  scanty 
evidence  that  does  exist  suggests  the  phenomenon  of  faculty  equity 
holding  in  commercial  enterprises  is  actually  very  infrequent.  In 
1985,  only  8  percent  of  faculty  involved  in  biotechnology  at  univer- 
sities reported  holding  equity  in  a  firm  whose  products  or  services 
were  based  on  their  research. 

The  current  prevalence  of  university/industry  relationships  is 
due,  at  least  in  part,  to  the  Bayh-Dole  Patent  and  Trademark  Act 
of  1980.  As  you  know,  this  law  gave  universities  and  nonprofit  or- 
ganizations the  right  to  all  inventions  resulting  from  research.  It 
also  required  universities  to  share  any  royalty  income  with  the  in- 
dividual inventors. 

Under  the  current  law,  the  Federal  Government  has  no  legal  au- 
thority to  control  or  monitor  how  universities  and  nonprofit  re- 
search institutions  decide  to  award  rights  to  research  results  pro- 
duced on  their  campus. 

I  stand  corrected,  because  I  learned  a  great  deal  about  the  degree 
of  control  that  the  Government  does  have  from  Dr.  Healy  this 
morning.  So,  my  last  sentence  is  not  totally  accurate.  But,  in  gener- 
al, the  legal  authority  is  not  there  to  oversee  these  agreements. 

Thank  you. 

[Dr.  Wagner's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Dr.  Wagner,  thank  you.  I  know  that  you  are 
on  a  tight  time  schedule.  We  will  move  along,  and  hope  that  we 
can  get  to  some  questions. 

Mr.  Nader,  welcome. 

TESTIMONY  OF  RALPH  NADER,  CONSUMER  ADVOCATE 

Mr.  Nader.  Thank  you  very  much.  Chairman  Wyden,  and  mem- 
bers of  the  committee. 

I  am  pleased  to  appear  today  to  discuss  the  consequences  of  more 
than  a  decade  of  congressional  and  executive  branch  efforts  to  al- 
ienate taxpayers  from  ownership  or  control  of  publicly  funded  re- 
search and  development. 
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As  you  know,  this  is  a  topic  that  has  been  neglected  by  the  Con- 
gress with  small  exceptions,  Small  Business  Committee  exceptions, 
especially  during  the  Reagan  given-away  years. 

More  recently,  it  has  been  the  subject  of  numerous  inquiries  by 
our  Taxpayer  Assets  Project,  which  focuses  on  the  management  of 
Federal  information  resources  and  federally  funded  pharmaceutical 
inventions.  Taxpayer  assets,  I  hope,  will  become  a  major  and  legiti- 
mate political  issue  in  the  coming  years. 

Most  people  hardly  realize  that  tens  of  billions  of  dollars  of  infor- 
mation resources,  federally  owned  natural  resources,  pharmaceuti- 
cal and  other  medical  research  are  subjected  to  a  process  which 
does  not  treat  the  equity  of  the  taxpayer  with  very  much  respect, 
and  also  fosters,  as  has  been  noted  earlier,  all  too  often,  monopoly 
practices  or  exclusive  agreements,  and  other  maneuvers  which  do 
not  benefit  consumers. 

The  Bayh-Dole  Act,  which  gave  certain  profit  and  nonprofit  orga- 
nizations title  to  patents  and  other  intellectual  property  rights  on 
federally  funded  research,  was  really  a  reversal  of  Senator  Russell 
Long's  long  attempt  to  make  sure  that  federally  funded  inventions 
had  their  patents  retained  by  the  Government,  and  the  Govern- 
ment, in  turn,  provided  nonexclusive  licenses. 

Senator  Russell  Long's  lonely  endeavor  in  this  area  produced  one 
amendment  after  another  to  ensure  that  principle.  That  principle 
was  basically  detonated  by  the  1980  Bayh-Dole  Act.  It  was  followed 
by  dozens  of  congressional  enactments  and  executive  orders  from 
the  President,  which  has  further  eroded  the  public's  ownership  or 
control  over  important  technology  and  information  resources,  and 
increased  the  private  monopoly  power  of  companies  that  sell  these 
resources  back  to  the  citizens  who  paid  for  much  of  them  or  all  of 
them  in  the  first  place. 

In  my  testimony,  I  refer  to  the  evolution  of  the  Orphan  Drug 
Act,  the  widely  expanding  use  of  cooperative  research  and  develop- 
ment agreements,  et  cetera. 

I  want  to  remind  the  committee  of  the  secrecy  which  underlies  so 
much  of  this  abuse.  If  you  look  at  all  the  institutions  that  should 
have  prevented  the  kind  of  situation  that  now  afflicts  Scripps  with 
the  Sandoz  arrangement  and  the  Johnson  &  Johnson  arrangement, 
you  will  see  that  they  range  from  the  executive  branch,  inspector 
generals,  NIH,  HHS  officials,  congressional  oversight  committees, 
et  cetera. 

The  opening  inquiry  into  the  Sandoz/ Scripps  agreement  came 
from  a  disclosure,  I  understand  this  morning,  in  Science  magazine. 
It  was  the  media  that  opened  the  door. 

But  it  continues  on.  Michael  Ward  of  our  Taxpayer  Assets 
Project  asked  the  J&J  spokesman,  Robert  Kniffen,  the  following 
questions  on  March  5,  1993: 

Question:  "Does  or  did  J&J  have  any  contracts  with  staff  or 
board  members  of  the  Scripps  Institute?" 

Answer:  "Not  to  my  knowledge,  no." 

Question:  "Could  I  have  a  more  definitive  answer;  could  you 
check  this  for  me?" 

Answer:  "We  would  not  consider  that  anybody's  business.  Agree- 
ments we  have  with  individuals  are  a  private  matter." 


Now  we  go  to  the  wisdom  of  Congressman  Jack  Brooks,  who  in 
filing  a  minority  report  on  Bayh-Dole  in  1980,  made  the  following 
statement,  which  I  think  frames  the  philosophical  underpinning 
which  we  should  pursue: 

The  major  problem  I  have  with  H.R.  6933  is  that  it  violates  a  basic  provision  of 
the  unwritten  contract  between  the  citizens  of  this  country  and  their  Government; 
namely,  that  what  the  Government  acquires  through  the  expenditure  of  its  citizens' 
taxes,  the  Government  owns.  Assigning  automatic  patent  rights  and  exclusive  li- 
censes to  companies  or  organizations  for  inventions  developed  at  Government  ex- 
I>ense  is  a  pure  give-away  of  rights  that  properly  belong  to  the  people. 

The  Federal  Government  has  the  equivalent  of  a  fiduciary  responsibility  to  the 
taxpayers  of  the  country.  Property  acquired  with  public  funds  should  belong  to  the 
public.  Deviations  from  that  fundamental  principle  should  be  allowed  only  where  a 
compelling  justification  can  be  shown  and  where  the  voice  of  the  public  can  be 
heard  in  protest. 

Mr.  Nader.  I  now  want  to  turn  to  a  summary  of  my  recommen- 
dations for  this  committee  to  consider. 

One,  the  Patent  and  Trademark  Office  should  require  that  all 
patent  applications  include  a  summary  of  federally  funded  research 
which  contributed  to  the  discovery.  There  is  now  a  process  that  is 
found  more  in  the  breach  than  in  the  acknowledgement  by  patent 
application. 

Two — and  I  might  say  that  this  was  a  proposal  that  we  made  to 
the  Subcommittee  on  Intellectual  Property  and  Judicial  adminis- 
tration of  the  House  back  in  1991  and  has  yet  to  be  acted  on — all 
Federal  grant  and  contract  recipients  should  provide  uniform 
public  reports  to  the  Federal  Government  which  disclose  the  terms 
of  licensing  agreements  on  research  that  was  funded  by  the  Feder- 
al Government  and  the  income  that  is  received  from  such  agree- 
ments. 

Three,  all  Federal  grant  and  contract  recipients  should  be  re- 
quired to  disclose  to  the  Federal  Government  and  the  public  any 
potential  conflicts  of  interest  between  the  institution  and  the  enti- 
ties which  receive  the  marketing  rights  to  intellectual  property  de- 
veloped with  Federal  funds. 

Four,  Congress  should  require  all  grant  and  contract  recipients 
to  provide  nonexclusive  licensing  of  technologies  developed  with 
Federal  funds,  unless  permission  is  received  from  the  Federal  Gov- 
ernment to  use  exclusive  agreements. 

I  was  pleased  to  see  that  Dr.  Healy  made  some  positive  remarks 
on  that  point  this  morning. 

That  permission  should  be  subject  to  a  finding  that  the  exclusive 
agreement  is  in  the  public  interest  under  a  procedure  inviting 
public  comments  and  public  dockets.  Proposed  and  final  exclusive 
agreements  should  be  available  for  public  inspection  and  comment. 

Five,  the  Federal  Government  should  have  the  right  to  limit 
pricing  on  pharmaceutical  drugs  and  other  medical  inventions.  In 
determining  fair  prices,  the  Federal  Government  should  take  into 
consideration  how  much  of  a  subsidy  the  taxpayer  provided  in  this 
Government-funded  research  that  ended  up  in  corporate  hands. 

Six,  information  about  the  licensing  of  publicly  funded  research 
and  development  resources  should  be  widely  disseminated  to  inter- 
ested consumer,  taxpayer,  and  citizen  groups,  using  such  modern 
information  technologies  as  the  Internet  and  the  National  Re- 
search and  Education  Network. 
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of  the  tax  status  of  the  Scripps  Institute.  This  has  to  be  looked  at 
together  with  the  Treasury  Department.  Or  any  other  similar  insti- 
tutes that  are  engaged  in  this  kind  of  interlock  that  you  pointed 
out,  Mr.  Chairman,  several  times  this  morning. 

Eight,  standard  setting  or  rulemaking  by  agencies  have  to  adhere 
to  the  Administrative  Procedure  Act. 

In  the  research  grant  and  transfer  areas,  there  is  a  large 
vacuum.  There  virtually  are  no  standards  that  are  invocable  by  the 
public,  or  even  any  standing  rules.  Properly  suited  accountability 
mechanisms  should  be  developed  for  research  grants,  contracts, 
and  joint  ventures  between  Government  departments,  institutes, 
and  laboratories,  particularly  since  the  Clinton  administration  is 
going  to  expand  these  areas  quite  extensively. 

This  tailored  scope  of  due  process  should  permit  the  public  to  be 
given  proper  notice,  voice,  and  final  review  rights  by  a  tribunal  ex- 
ternal to  the  granting  organization. 

The  very  presence  of  these  accountability  mechanisms  would 
induce  a  more  rigorous,  honest,  efficient,  and  reviewable  decision- 
making process.  It  certainly  would  give  taxpayers  more  value  for 
their  dollars.  The  ultimate  beneficiaries,  consumers,  would  receive 
the  benefit  of  more  competition  and  fairer  pricing. 

The  Subcommittee  on  Regulation,  Business  Opportunities,  and 
Energy  certainly  has  the  imagination  to  get  this  process  started, 
and  should  do  so  promptly,  to  avoid  a  growing  banality  of  exposes, 
that  is  followed  by  little  institutional  change  in  the  executive 
branch.  I  am  not  just  referring  to  the  many  good  exposes  by  this 
subcommittee,  Mr.  Chairman.  But  there  are  far  more  good  exposes 
coming  out  of  Congress  compared  to  any  change  that  follows  in  the 
executive  branch.  There  has  to  be  a  much  more  insistent  focus  on 
these  institutional  changes  invocable  by  the  public.  Otherwise, 
there  will  indeed  be  a  growing  banality  of  exposes. 

Thank  you. 

[Mr.  Nader's  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Mr.  Nader,  thank  you. 

Let  me  do  a  couple  of  things.  We  have  a  vote  on  the  floor  coming 
up. 

First  though,  Mr.  Nader,  let  me  thank  you  for  the  help  that  Tax- 
payer Assets  has  given  us.  Mr.  Love  was  very  involved  in  working 
with  us  on  the  Taxol  situation,  which  we  continue  to  be  very,  very 
concerned  about  the  way  that  the  Federal  Government  has  dealt 
with  that.  I  am  going  to  follow  up  on  your  suggestions. 

I  also  want  to  note  that  the  situation  on  page  six  of  your  testimo- 
ny where  the  Johnson  &  Johnson  spokesman  said  that  Johnson  & 
Johnson  did  not  have  any  contracts  with  staff  or  board  members  of 
Scripps. 

Late  yesterday,  a  document  from  Johnson  &  Johnson  that  came 
into  the  subcommittee  indicating  that  the  president,  I  believe,  Mr. 
Lerner,  at  Scripps,  has  a  consulting  agreement,  a  $60,000-a-year 
consulting  agreement,  to  do  work  on  immunology.  So,  what  your 
fellow  was  told  does  not  seem  to  square  with  what  the  subcommit- 
tee was  told.  We  will  follow  that  up  as  well. 
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But  we  have  a  vote  coming  up,  so  why  do  we  not  say  that  we  are 
going  to  recess  for  10  minutes,  and  come  back  and  get  the  rest  of 
our  witnesses. 

I  hope  that  we  can  get  some  questions  in.  Dr.  Wagner.  I  am  sure 
that  this  is  a  problem  for  you. 

Dr.  Wagner.  I  am  here  until  the  end. 

Chairman  Wyden.  We  are  anxious  to  work  closely  with  you. 

[Recess.] 

Chairman  Wyden.  The  subcommittee  will  come  to  order.  We  are 
on  a  very  tight  schedule  today,  let  us  proceed  now  to  Mr.  Wells.  I 
appreciate  everybody's  patience.  If  you  would  take  5  minutes  or  so, 
Mr.  Wells,  and  summarize  your  principal  concerns,  that  would  be 
very  helpful. 

Mr.  Wells.  Thank  you,  Mr.  Chairman.  I  would  like  to  take  one 
second  to  introduce  my  colleague,  Mr.  Lowell  Mininger,  who  is  our 
assistant  director  and  who  managed  the  investigative  audit  work 
that  we  are  talking  about  today. 

Chairman  Wyden.  You  are  welcome  as  well. 

TESTIMONY  OF  JIM  WELLS,  ASSOCIATE  DIRECTOR,  ENERGY  AND 
SCIENCE  ISSUES,  RESOURCES,  COMMUNITY,  AND  ECONOMIC 
DEVELOPMENT  DIVISION,  U.S.  GENERAL  ACCOUNTING  OFFICE, 
ACCOMPANIED  BY  LOWELL  MININGER,  ASSISTANT  DIRECTOR 

Mr.  Wells.  We  are  pleased  to  be  here  today  to  discuss  the  find- 
ings of  our  May  1992  report  on  Controlling  Inappropriate  Access  to 
Federally  Funded  Research  Results.  Although  I  am  from  the  South, 
I  will  try  to  speed  up  my  presentation  to  give  it  here  in  5  minutes. 

Our  report,  which  dealt  with  the  university  research  grants 
awarded  by  NIH  and  the  National  Science  Foundation,  basically 
examined  the  growing  interactions  between  the  universities  and 
private  industry.  We  discussed  the  increased  potential  for  conflicts 
of  interest  that  might  give  a  particular  company  inappropriate 
access  to  and,  therefore,  em  unfair  advantage  in  commercializing 
the  results  of  federally  funded  research. 

The  same  kind  of  concern  over  conflicts  of  interest  would  also 
equally  apply  to  a  nonprofit  research  institute  that  is  receiving 
substantial  funding  from  the  Government,  such  as  the  Scripps  Re- 
search Institute  that  this  hearing  is  focusing  on. 

This  hearing  is  looking  into  the  business  relationships  between 
the  recipients  of  Federal  research  grants  and  companies  intent  on 
commercializing  the  discoveries  and  particularly  the  new  10  year, 
$300-million  agreement  between  Scripps  and  Sandoz,  a  pharmaceu- 
tical corporation,  a  private  drug  firm. 

While  we  have  not  seen  this  agreement,  nor  was  it  signed  during 
the  May  timeframe  of  our  report,  we  did  understand  that  NIH 
learned  about  it  only  after  it  was  completed  and  announced  in  De- 
cember 1992,  which  Dr.  Healy  addressed  this  morning. 

In  summary,  Mr.  Chairman,  we  believe  that  as  a  general  princi- 
ple the  public  interest  is  better  served  if  the  Government  ensures 
that  appropriate  controls  and  safeguards  are  in  place  governing 
who  gets  the  access  to,  and  ultimately  will  benefit  from,  the  results 
of  federally  funded  research. 
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In  this  regard,  our  report  recommended  that  NIH  and  the  Na- 
tional Science  Foundation  basically  require  that  their  grantees 
have  procedures  in  place  to  effectively  manage  these  potential  con- 
flicts of  interest,  such  as  by  requiring  that  the  investigators  or 
other  key  personnel  disclose  any  outside  interests  as  a  part  of  any 
grant  award  process  that  they  were  involved  in. 

Similarly,  we  believe  that  it  is  important  that  the  Government  at 
least  be  consulted  about  any  major  multimillion  dollar  agreement 
that  a  university,  a  hospital,  or  other  nonprofit  research  institute 
seeks  to  negotiate  with  a  private  company,  if  that  institution  is,  in 
fact,  receiving  substantial  Federal  funding  and  the  rights  to  com- 
mercialize resulting  technology. 

In  terms  of  a  perspective,  as  you  know,  the  relationship  of  feder- 
ally funded  research  to  technology  innovation  has  been  trans- 
formed dramatically  in  the  last  10  years  since  the  1980's,  as  new 
linkages  have  begun  to  be  established  among  the  academic  commu- 
nity, industry,  and  the  Federal  Government. 

The  Bayh-Dole  Act  encourages  nonprofit  organizations  and  small 
businesses  to  commercialize  inventions  that  they  make  with  Feder- 
al funding  by  allowing  them  to  elect  to  retain  certain  rights  to 
such  inventions.  It  has  been  quite  successful. 

They  can  transfer  these  rights  by  granting  exclusive,  what  we 
call  sole,  or  nonexclusive,  generally  available,  licensees. 

I  think  that  definitionally  appropriate  access  to  federally  funded 
research  can  include  a  couple  of  things.  It  can  include  granting  an 
exclusive  license  to  commercialize  resulting  technology  to  a  busi- 
ness that  cosponsors  a  research  project. 

It  also  can  be  granting  an  exclusive  license  to  a  business  that  did 
not  fund  the  research  but,  in  the  eyes  of  the  grantee,  is  considered 
best  able  to  take  that  technology  and  commercialize  it. 

Third,  I  think  encouraging  the  scientist  who  developed  the  tech- 
nology to  further  develop  and  commercialize  it  by  actually  working 
with  the  licensee,  we  consider  under  Bayh-Dole  as  appropriate 
access  to  Federal  research. 

In  contrast,  inappropriate  access  could  occur  if  a  business  that 
has  not  sponsored  a  research  project  obtains  inside  information 
about  it,  or  gets  favorable  treatment  in  obtaining  licensing  rights 
to  the  resulting  technology.  Such  inappropriate  access  could  result 
from  a  financial  or  a  personal  relationship  between  the  business 
and  a  member  of  or  the  entire  nonprofit  organization  itself. 

During  our  study,  we  found  that  the  universities  that  we  contact- 
ed were,  in  fact,  licensing  a  substantial  amount  of  funded  technolo- 
gy. During  1989  and  1990,  the  35  universities  in  our  study  had  ac- 
tually granted  197  exclusive  licenses  and  339  nonexclusive  licenses, 
and  earned  approximately  $30  million  in  exclusive  licenses  and  an- 
other $53  million  from  nonexclusive  licenses. 

The  typical  licensees  given  exclusive  rights  to  commercialize  the 
results  of  federally  funded  research  were  basically  small  U.S.  busi- 
nesses; and  most  exclusive  licensees  were  pharmaceutical,  biotech- 
nology, or  other  medical  companies. 

In  our  study,  we  found  that  relationships  between  the  licensees 
and  the  universities  are  definitely  becoming  increasingly  complex. 
The  35  universities  reported  to  us  that  their  scientists  who  devel- 
oped the  technologies  for  61  exclusive  licenses  had,  in  fact,  consult- 
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ing  arrangements  for  or  owned  a  substantial  amount  of  stock  in,  or 
had  other  relationships  with  the  licensees.  Also,  members  of  indus- 
trial liaison  programs  were  granted  exclusive  licenses  in  four  par- 
ticular cases. 

In  12  additional  cases,  companies  that  had  long-term  agreements 
with  universities  to  fund  general  research  received  exclusive  li- 
censes for  technologies  that  they  did  not  directly  cosponsor. 

None  of  these  relationships  are  necessarily  inappropriate.  In  fact, 
in  many  cases,  they  are  necessary  for  commercializing  the  technol- 
ogy that  was  to  be  applied.  However,  the  potential  does  exist  that 
exclusive  rights  to  federally  funded  technology  could  be  inappropri- 
ately granted  because  of  undisclosed  conflicts  of  interest  or  other 
relationships  that  the  grantee  may  not  be  aware  of. 

Regarding  your  interest  in  the  controls  that  exist  over  improper 
access  to  research,  we  found  that  NIH  and  the  National  Science 
Foundation  basically  lack  strong  controls.  They  have  general  guide- 
lines only  that  basically  rely  on  funding  recipients  to  establish 
their  own  policies  and  procedures  to  resolve  and  report  any  poten- 
tial conflicts  of  interest  or  other  relationships. 

Chairman  Wyden.  Excuse  me. 

Mr.  Wells.  Yes. 

Chairman  Wyden.  I  want  to  make  sure  that  I  got  that.  You  have 
found  that  generically  there  are  not  adequate  controls  in  this  area; 
and  with  respect  to  conflicts  of  interest,  people  are  supposed  to  rat 
on  themselves? 

Mr.  Wells.  Yes,  sir,  Mr.  Chairman;  basically,  we  found  that  the 
guidelines  that  existed  from  NIH  consisted  of  one  page.  Of  the  35 
universities  that  we  looked  at,  approximately  14  of  them  had  only 
voluntary  disclosure  type  policies.  The  other  21  had  policies  that 
required  varying  disclosures.  But  it  was  very  scattered. 

In  response  to  the  growing  involvement  of  businesses  in  universi- 
ty research,  NIH  is  considering  alternatives  to  strengthening  their 
guidelines  for  universities  and  other  funding  recipients  to  better 
and  more  uniformly  control  potential  conflicts  of  interest  in  the 
conduct  of  research.  Dr.  Healy  talked  a  little  about  those  efforts 
today. 

As  you  pointed  out  Mr.  Chairman,  they  started  in  1987.  In  1989, 
after  an  earlier  attempt,  NIH  actually  had  to  withdraw  the  pro- 
posed guidelines,  because  the  guidelines  that  were  originally  draft- 
ed became  quite  restrictive  in  terms  of  the  interactions  that  might 
exist  between  the  investigators  and  the  biomedical  industry.  They 
are  still  working  on  those  guidelines  SV2  years  later. 

NIH  is  again  attempting  to  promulgate  regulations,  and  hopes  to 
have  those  published  in  the  Federal  Register  for  public  comment  at 
some  time  in  the  future. 

NIH's  Associate  Director  for  Intramural  Affairs  had  indicated  to 
us  that  the  proposed  rule  that  they  are  attempting  to  get  through 
is  likely  to  retain  as  strong  a  requirement  as  they  can  that  all  in- 
vestigators and  other  key  personnel  involved  in  NIH  research  dis- 
close certain  types  of  outside  interest  before  award  is  made  and  an- 
nually thereafter. 

I  think  that  our  conversations  with  NIH  recently  indicate  that 
they  are  considering  whether  to  prohibit  investigators  or  other  key 
personnel   in   clinical   drug   trials   from   having   any   relationship 
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whatsoever  with  the  business  whose  product  is  being  tested.  Dr. 
Healy  talked  to  that  issue  this  morning. 

Quickly  to  our  conclusions,  Mr.  Chairman.  There  is  no  doubt  that 
the  growing  interactions  between  the  universities  and  nonprofit  in- 
stitutes and  private  companies  are  increasing  the  potential  for  con- 
flicts of  interest.  Requiring  that  investigators  and  other  key  person- 
nel disclose  certain  types  of  outside  interests  as  a  part  of  a  grant 
award  process  is  definitely  an  essential  first  step  for  improving  the 
grantee's  management  controls  over  future  potential  conflicts  of  in- 
terest. 

With  respect  to  the  specific  issues  that  this  subcommittee  is  ad- 
dressing today,  we  believe  that  it  is  equally  important  that  a  recipi- 
ent of  substantial  Federal  research  funding,  whether  it  be  a  univer- 
sity like  the  ones  that  we  looked  at,  or  a  nonprofit  research  insti- 
tute, notify  and  consult  with  NIH,  or  any  other  Federal  agency  for 
that  matter,  before  entering  into  any  such  major  agreement  as  the 
one  that  is  being  discussed  today. 

In  this  way,  at  a  minimum,  the  Government  can  become  aware 
of  who  gets  access  to  and  ultimately  can  benefit  from  the  results  of 
federally  funded  research,  and  then  take  appropriate  actions  to 
help  ensure  that  the  public  interest  is  best  protected. 

Mr.  Chairman,  that  concludes  my  remarks. 

[Mr.  Wells'  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Mr.  Wells,  that  was  very  helpful,  and  we 
thank  you. 

Dr.  Etzkowitz,  let  us  just  move  that  microphone  down  to  you.  We 
are  going  to  have  to  try  to  keep  everybody  to  5  minutes.  We  appre- 
ciate you  coming. 

TESTIMONY  OF  HENRY  ETZKOWITZ,  ASSOCIATE  PROFESSOR  OF 
SOCIOLOGY,  STATE  UNIVERSITY  OF  NEW  YORK 

Mr.  Etzkowitz.  Thank  you,  Mr.  Chairman. 

I  have  been  asked  to  provide  some  background  on  the  topic  of 
academic/industry  relations.  I  have  done  research  on  it  for  the  past 
10  years  supported  by  grants  from  the  National  Science  Founda- 
tion. I  would  like  to  summarize  for  you  some  of  my  findings  about 
the  changing  role  of  the  university,  the  relationship  of  large  busi- 
ness to  the  university,  and  the  relationship  of  small  business,  and 
the  role  that  the  Federal  Government  has  taken. 

First  of  all,  we  have  seen  a  major  change  in  the  role  of  the  uni- 
versity in  our  society.  It  started  out  as  an  institution  to  educate 
people.  In  the  late  nineteenth  century,  it  began  to  become  a  signifi- 
cant producer  of  research. 

In  doing  so,  it  developed  along  a  different  line  than  universities 
in  the  rest  of  the  world  where  research  was  usually  conducted  in 
separate  institutions  apart  from  the  university.  A  few  universities 
in  this  country  took  on  a  third  role.  That  of  playing  a  role  in  intro- 
ducing research  into  the  economy  and  establishing  new  firms.  MIT 
in  particular,  and  Stanford. 

This  was  taken  note  of  by  the  Federal  Government  during  the 
debate  over  reindustrialization  during  the  Carter  administration. 
At  that  point  in  time,  the  Federal  Government  decided  that  it 
could  not  take  a  direct  role  in  developing  new  industry.  So,  what  it 
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did  instead  was  to  turn  over  the  rights  to  federally  supported  re- 
search to  the  universities.  On  the  one  hand,  encouraged  them  to 
commercialize  the  research;  and  on  the  other,  required  them. 

In  effect,  we  put  into  place  a  hidden  industrial  policy  in  this 
country.  We  have  had  such  a  policy  openly  in  agriculture  with  re- 
spect to  support  of  military  research  and  with  respect  to  support  of 
health  research. 

With  the  Bayh-Dole  Act,  we  put  it  into  effect  with  respect  to  the 
broader  categories  of  research  that  have  come  out  of  NIH  and  NSF. 

What  has  been  the  effect  of  this?  As  research  funds  have  become 
more  stringent,  a  new  source  of  funds  could  flow  into  the  universi- 
ty. On  the  one  hand,  from  large  companies  through  the  chart 
which  you  have  reproduced  from  our  study.  Andrew  Webiter  and 
Henry  Etzkowitz  Academic  Industry  Relations:  The  Second  Aca- 
demic Relation?  London  Science  Policy  support  Survey,  1991.  But  I 
think  that  even  though  these  sums  are  large,  these  agreements  are 
not  the  most  important  effect  of  Bayh-Dole  and  of  internal  develop- 
ments within  the  university. 

Because  what  we  have  developed  in  our  universities  are  what  I 
call  quasifirms.  Although  the  research  is  done  by  so-called  individ- 
ual investigators,  they  are  not  doing  this  as  individuals.  They  have 
a  group  of  graduate  students,  post-docs,  and  technicians  working 
with  them.  They  have  virtually  all  of  the  attributes  of  a  small  busi- 
ness firm  save  for  the  profit  motive. 

At  a  few  universities  with  a  tradition  of  assisting  the  economy, 
the  profit  motive  entered  into  their  work  as  well.  People  like  Van- 
nevar  Bush,  as  early  as  the  1920's,  helped  form  the  Raytheon 
Corp.,  and  established  a  tradition  of  developing  the  economy  in 
Massachusetts.  Then  this  was  transferred  to  Stanford  and  now, 
more  recently,  to  the  broader  range  of  research  universities. 

So,  it  is  the  development  of  new  firms  out  of  federally  supported 
research  that  is  the  most  significant  part  of  what  has  been  happen- 
ing. 

Now  in  turning  over  the  entire  rights  to  the  universities,  the 
story  did  not  end  there.  The  universities  then  had  to  decide  what  to 
do.  Only  a  few  universities  were  equipped  in  1980  to  deal  with 
patent  rights.  So,  what  eventually  worked  out  was  that  offices  were 
established  in  universities  to  license  and  transfer  those  rights.  Fac- 
ulty were  encouraged  to  play  a  role,  and  they  were  given  a  share. 
Departments  were  given  a  share.  The  university  retained  a  share. 
It  was  usually  in  thirds. 

Firms  were  formed.  If  you  were,  as  I  have  done,  to  do  interviews 
in  major  biology  departments,  you  will  not  find  that  it  is  a  small 
proportion  who  have  an  equity  interest  or  other  financial  arrange- 
ments with  companies.  You  would  be  hard  pressed  to  find  anyone 
who  does  not  at  this  point  in  time.  Now  you  can  get  a  low  percent- 
age if  you  look  at  the  entire  range  of  universities.  But  if  you  look 
at  the  leading  universities  where  most  of  the  research  funds  are 
concentrated,  you  will  find  a  high  proportion  of  scientists  involved 
in  these  activities,  especially  in  those  areas  such  as  molecular  biol- 
ogy which  have  immediate  financial  and  commercial  implications. 

What  do  I  suggest  from  this?  First  of  all,  there  are  gaps  in  the 
process  of  forming  small  companies.  The  venture  capital  industry 
has  virtually  disappeared  as  a  first  stage  funder  of  new  companies. 
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So,  academics  and  others  have  to  rely  on  the  Federal  Government, 
getting  grants  from  NIST  and  from  the  National  Science  Founda- 
tion. Only  when  you  have  such  a  grant,  do  you  become  credible 
then  to  the  venture  capital  industry. 

So,  what  I  would  suggest  as  a  policy  recommendation  both  to 
make  our  industrial  policy  explicit,  which  Bayh-Dole  and  Steven- 
son-Wydler  started  off,  would  be  at  this  point  for  the  Government 
to  retain  some  of  the  earnings  from  its  investment  in  research. 

The  universities  are  splitting  it  in  thirds  among  the  faculty,  de- 
partments, and  the  university  as  an  institution.  Some  share  could 
reasonably  be  retained  by  the  Federal  Government.  This  could  go 
to  support  a  fund  which  would  support  the  further  commercializa- 
tion of  research  from  the  university.  The  argument  for  public  bene- 
fit would  be  the  jobs  and  industries  that  are  produced  from  this.  It 
could  also  be  used  as  a  way  to  reduce  the  price  of  products  that  are 
produced  from  this  research. 

Finally,  I  would  say  that  on  the  question  of  the  various  large 
agreements,  that  the  large  companies  are  increasingly  dependent 
on  university  research  supported  by  the  Government.  The  universi- 
ties have  the  ability  to  set  stringent  terms  for  access  to  that  re- 
search. If  the  university  does  not  want  to  have  an  extensive  period 
of  delay  in  publication,  it  can  set  the  terms  to  be  just  a  few 
months,  and  companies  will  accept  it.  That  is  what  has  happened 
in  negotiations  when  universities  take  a  tough  position. 

I  would  conclude  by  saying  that  we  have  gone  through  a  trans- 
formation in  this  country,  in  which  our  universities  have  become  a 
major  driving  engine  within  the  economy.  I  think  that  is  something 
that  we  want  to  promote.  We  also  then  have  to  recognize  that  if  we 
now  see  a  major  purpose  of  a  university  as  economic  development, 
then  it  is  hard  to  say  that  it  is  a  conflict  of  interest  if  people  within 
the  university,  as  they  are  encouraged  to  by  Federal  law,  gain  fi- 
nancial benefits  from  that. 

So,  we  also  have  to  rethink  the  whole  conflict  of  interest  issue  to 
see  where  it  does  or  does  not  apply  in  light  of  the  new  purpose  that 
we  have  put  our  universities  to. 

Thank  you. 

[Mr.  Etzkowitz'  statement  may  be  found  in  the  appendix.] 

Chairman  Wyden.  Thank  you.  That  was  very  helpful  and  not  tes- 
timony that  we  have  heard  before.  We  appreciate  it. 

Mr.  Wells,  let's  begin  with  you.  My  understanding  of  the  General 
Accounting  Office  opinion,  is  that  while  Dr.  Healy  and  I  have  indi- 
cated that  we  hope  that  there  are  not  a  lot  of  other  Scripps/Sandoz 
deals  out  there,  you  believe  that  the  environment  for  these  kinds  of 
exploitive  arrangements  is  really  pretty  fertile,  do  you  not? 

Mr.  Wells.  Yes,  sir;  I  think  that  we  would  have  to  say,  based  on 
our  look  at  the  procedures  and  policies  that  are  in  place  at  NIH 
today,  that  basically  they  do  not  give  NIH  the  opportunity  to  know 
what  is  out  there,  evidenced  by  their  most  recent  request  letter, 
just  going  out  a  couple  of  weel^  ago,  asking  for  what  information 
exists  out  there  regarding  existing  agreements. 

Chairman  Wyden.  What  do  you  think  is  behind  this  whole  prob- 
lem of  getting  these  conflict  of  interest  guidelines  on  line,  Mr. 
Wells? 
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Mr.  Wells.  It  is  a  problem  in  a  regulatory  framework  involving 
NIH,  which  has  responsibility  for  issuing  those  guidelines.  NIH  has 
had  great  difficulty  reaching  internal  consensus  on  its  draft  guide- 
lines. It  has  taken  a  number  of  years,  and  they  are  still  not  out. 

Chairman  Wyden.  It  has  been  what,  6  or  7  years  in  the  process? 

Mr.  Wells.  I  believe  it  started  in  1987,  sir. 

Chairman  Wyden.  Dr.  Wagner,  to  the  extent  that  Government 
funds  go  into  pharmaceutical  development,  my  sense  is  that  you  all 
believe  that  Government  research  and  industry  drug  development 
are  closely  tied,  and  that  this  is  a  growing  trend;  is  that  correct? 

Dr.  Wagner.  Yes;  it  is.  I  think  that  Government  is  the  main  stay 
of  the  biomedical  research  establishment.  To  the  extent  that  indus- 
try collaborates,  they  are  piggybacking  on  that  extensive  Govern- 
ment infrastructure,  both  a  physical  infrastructure,  a  personnel  in- 
frastructure, and,  of  course,  a  training  infrastructure. 

Chairman  Wyden.  I  am  sure  that  this  is  hard  to  quantify,  but 
what  is  your  best  sense  of  the  amount  of  Government  subsidized 
research  that  goes  to  the  drug  industry? 

Dr.  Wagner.  I  am  going  to  let  Dr.  Gluck  answer  that.  He  is  the 
principal  senior  analyst. 

Chairman  Wyden.  Dr.  Gluck. 

Dr.  Gluck.  Thank  you.  It  is  difficult  to  measure  that  in  the  ag- 
gregate. There  are  no  real  centralized  data  sources  in  which  to  esti- 
mate either  the  Government's  or  the  industry's  contributions,  par- 
ticularly with  respect  to  the  amount  that  goes  into  universities. 

It  is  possible,  however,  to  look  at  the  case  of  individual  drugs.  We 
did  that  in  the  case  of  Ceredase,  which  you  are  familiar  with  from 
past  work  that  the  committee  has  done. 

We  know  from  our  investigation  there  that  NIH,  the  Federal 
Government's  own  laboratory,  was  responsible  for  the  discovery  of 
that  drug,  as  well  as  the  testing  in  the  laboratory  and  in  individ- 
uals. 

Beyond  that  one  case,  we  also  know  that  there  are  certain  thera- 
peutic areas  where  the  Government  itself,  in  its  own  research  labs, 
possesses  the  expertise  in  developing  and  testing  drugs  in  humans, 
the  type  of  expertise  that  you  might  otherwise  expect  to  find  in  in- 
dustrial labs  for  other  types  of  drugs.  For  some  types  of  drugs,  like 
those  for  cancer  and  AIDS,  that  expertise  actually  resides  in  the 
Government. 

Chairman  Wyden.  Mr.  Nader,  a  question  for  you.  We  have  heard 
in  our  inquiry,  that  Bristol-Meyers,  for  example,  made  this  argu- 
ment constantly  as  we  were  going  into  the  Taxol  issue,  that  if 
there  were  efforts  to  try  to  better  monitor  these  kinds  of  deals  and 
ensure  that  kind  of  accountability  that  you  and  several  of  our  wit- 
nesses have  been  talking  about,  the  drug  companies,  in  effect, 
would  just  walk  away  from  the  whole  process  of  trying  to  promote 
new  products,  and  that  we  would  not  have  cures  for  these  terrible 
illnesses. 

They  essentially  assert  that  any  effort  to  ensure  that  kind  of  ac- 
countability that  you  are  talking  about  and  that  I  have  been  inter- 
ested in,  would  somehow  kill  the  goose,  in  their  words,  that  is 
laying  the  golden  egg  of  new  cures  in  medicine. 

What  would  be  your  response  to  that  kind  of  argument? 
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Mr.  Nader.  Well,  usually,  the  drug  companies  in  their  promo- 
tional literature  would  say  that  they  need  exclusive  rights  to  the 
drugs,  because  they  are  putting  so  much  money  at  risk  in  research- 
ing the  invention  of  these  drugs.  That  process  does  not  apply  where 
the  taxpayer  is  funding  the  research  right  through  the  clinical 
trials,  and  then  through  NIH,  in  effect  giving  away  for  marketing 
purposes  the  drug  to  a  designated  drug  company. 

So,  Bristol-Meyers  needs  to  be  asked,  you  did  not  spend  any 
money  researching  Taxol,  you  did  not  spend  any  money  developing 
the  clinical  data,  you  are  not  going  to  spend  any  money  paying  for 
future  access  to  clinical  data  generated  by  NIH,  so  why  should  you 
have  this  kind  of  exclusive  right  to  create  a  monopoly  and,  there- 
fore, price  the  drug  at  a  monopoly  level,  which  is  going  to  be 
around  $10,000  per  completed  treatment  or  per  year  per  patient. 

I  think  that  distinction  has  to  be  made.  These  drug  companies  do 
not  have  any  money  at  risk  in  developing  the  drug.  They  are 
purely  marketing  conduits.  That  should  be  open  to  competition 
that,  as  the  generic  drug  industry  has  shown,  can  compellingly 
reduce  prices  for  the  patient  and  the  consumer. 

Chairman  Wyden.  Well,  we  want  to  work  with  you  and  your 
Taxpayer  Assets  Project,  particularly  on  this  issue.  Vis-a-vis  what 
these  companies  do  as  it  relates  to  getting  the  drug  to  market:  Are 
they,  in  effect,  just  marketing  distribution  operations,  or  are  they 
contributing  intellectual  property. 

We  had  the  folks  from  Bristol-Meyers  at  the  Taxol  hearing.  Dr. 
Broder  from  NCI  wrote  me  that  Taxol  was  discovered  and  devel- 
oped by  the  Federal  Government.  Not  partially  developed,  but  dis- 
covered and  developed.  The  folks  from  Bristol-Meyers  came  and 
said  that  the  American  people  ought  to  be  happy,  and  they  held  up 
this  box  that  they  said  was  full  of  Taxol,  and  that  it  was  going  to 
be  distributed  to  the  women  of  America.  What  we  really  wanted  to 
know  was  what  was  Bristol-Meyers  doing  other  than  putting  the 
thing  in  a  box. 

Mr.  Nader.  They  do  try  to  put  a  color  of  R&D  attached  crusta- 
cean like  to  the  NIH  ship  of  research.  Burroughs-Welcome,  of 
course,  has  been  very  adept  at  that  with  the  AZT  drug,  where  its 
clinical  applications  for  AIDS  was  developed  by  NIH  funds  and  sci- 
entists. 

Are  you  aware  of  the  markup  that  Bristol-Meyers  engaged  in? 
They  bought  the  manufactured  product  of  Taxol  from  the  manufac- 
ture for  a  unit  of  one.  The  retail  markup  was  almost  19-fold,  I  be- 
lieve. That  gives  you  an  idea  of  the  level  of  profit  that  is  involved. 

Chairman  Wyden.  We  are  going  to  keep  the  heat  on  that  one. 

Mr.  Nader.  Especially  as  the  drug  becomes  more  applicable  to 
other  cancers. 

Chairman  Wyden.  Dr.  Etzkowitz,  a  question  for  you.  I  under- 
stand that  you  have  looked  at  an  agreement  between  Monsanto/ 
Washington  University  and  have  some  questions  there  about  the 
ramifications  on  the  impact  of  faculty  and  their  ability  to  engage 
in  independent  research  and  other  questions;  is  that  correct? 

Mr.  Etzkowitz.  Yes;  in  that  agreement,  the  terms  were  struc- 
tured as  much  as  possible  on  the  NIH/NSF  format  of  peer  re- 
viewed research,  a  joint  committee  of  faculty  and  industry  scien- 
tists. So,  you  could  apply  for  a  grant  so  to  speak,  but  within  an 
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area  set  by  the  company.  It  was  not  as  broad  ranging  as  a  NIH  re- 
search program  would  be. 

But  even  though  I  think  that  this  conforms  as  much  as  possible 
to  academic  procedures,  I  think  that  the  most  interesting  thing  in 
terms  of  the  Monsanto  agreements  is  to  note  that  they  have  all 
ended.  The  one  at  Harvard,  the  one  at  Washington  University,  and, 
most  recently,  the  one  at  Oxford. 

We  should  ask  why  is  this  the  case,  and  why  did  Johnson  & 
Johnson  leave  Scripps,  and  why  did  Sandoz  move  in?  I  think  that 
the  answer  has  to  do  with  the  time  perspective  of  American  corpo- 
rations in  terms  of  research. 

One  thing  that  these  agreements  are  potentially  good  for  is  to  in- 
troduce a  longer  time  perspective  on  research  both  to  the  compa- 
nies and  to  connect  them  to  university-supported  research. 

But  companies  such  as  Monsanto  have  withdrawn  from  these 
agreements,  and  have  often  been  replaced  by  foreign  companies 
that  have  longer  time  perspectives.  It  has  not  only  been  relation- 
ships to  the  universities  but  Hoffman  LaRoche,  as  you  well  know, 
has  also  come  in  and  become  the  financial  backer  of  Genentech  at 
a  point  when  the  company  was  in  financial  trouble.  When  this 
company  came  in,  they  were  told  to  keep  their  long-term  research 
projects  going. 

So,  in  interviewing  scientists  and  people  who  run  centers  at 
American  universities,  what  I  find  is  that,  often  at  the  behest  of 
Federal  requirements  to  introduce  industry  into  the  university  in 
centers,  access  is  offered  to  companies.  But  American  companies 
have  difficulty  in  taking  advantage  of  that  access.  It  is  difficult  for 
scientists  to  leave  their  company.  But  foreign  companies  support 
that  kind  of  long-term  access. 

So,  shorter  term  visits  are  set  up  to  relate  to  the  American  com- 
panies, whereas  the  foreign  companies  take  advantage  of  these 
longer  term  relationships. 

Chairman  Wyden.  One  last  question,  because  time  is  short. 

With  respect  to  GAO,  I  know  that  you  all  have  not  seen  the 
actual  contract  between  Scripps  and  Sandoz,  but  you  have  some 
views  about  the  possible  implications  on  small  businesses  and  other 
interested  parties  with  this  kind  of  an  agreement.  Mr.  Wells. 

Mr.  Wells.  Yes,  sir;  as  you  mentioned,  we  have  not  had  an  op- 
portunity to  look  at  the  specific  provisions  in  the  Scripps  and 
Sandoz  agreement.  But  the  apparent  magnitude  of  this  kind  of  ar- 
rangement would  certainly  seem  to  have  a  lot  of  possible  implica- 
tions. In  particular,  by  giving  one  company  an  incentive  to  develop 
potential  new  products  from  research,  it  certainly  would  restrict 
access  to  research  by  others. 

I  think  that  it  is  also  fair  to  say  that  it  would  tend  to  restrict  a 
normal  free  exchange,  which  has  been  viewed  as  so  important  be- 
tween the  scientists  in  the  laboratories  and  in  the  private  sector. 

I  think  that  another  concern  definitely  to  small  business  would 
be  that  this  type  of  an  arrangement  may  create  somewhat  of  a 
precedent  for  similar  types  of  agreements  with  nonprofit  organiza- 
tions, and  thus,  basically  limiting  the  number  that  are  out  there 
that  would  be  available  to  work  with  other  small  businesses.  Those 
are  valid  concerns. 
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Chairman  Wyden.  This  is  not  exactly  what  was  envisaged  by 
Bayh-Dole,  was  it? 

Mr.  Wells.  No,  sir. 

Chairman  Wyden.  You  all  have  been  very  helpful.  If  time  al- 
lowed, we  would  have  a  lot  more  questions.  But  we  are  going  to  be 
working  closely  with  you  in  the  days  ahead.  We  thank  you  for  your 
patience  and  cooperation. 

Our  next  witness  is  Dr.  Ernest  Beutler,  chairman.  Department  of 
Molecular  Medicine,  Scripps  Research  Institute,  La  JoUa. 

Doctor,  we  welcome  you.  It  is  the  practice  of  our  subcommittee  to 
swear  all  of  the  witnesses  who  come  before  the  panel.  I  know  that 
you  are  off  doing  very  important  science  for  the  most  part,  and  do 
not  spend  a  lot  of  time  coming  around  to  congressional  hearings. 

But  I  do  need  to  ask  you,  do  you  have  any  objection  to  being 
sworn  as  a  witness? 

Dr.  Beutler.  No. 

Chairman  Wyden.  Please  rise  and  raise  your  right  hand. 

[Witness  sworn.] 

Chairman  Wyden.  Doctor,  we  will  put  your  prepared  statement 
into  the  record  in  its  entirety.  If  you  could  take  a  few  minutes  or  so 
to  talk  to  us  and  tell  us  your  views,  that  would  be  helpful. 

I  again  want  to  thank  my  colleague  from  San  Diego,  Congress- 
woman  Schenk,  who  has  helped  so  much  in  our  involvement  and 
work  with  you.  Please  proceed. 

TESTIMONY  OF  ERNEST  BEUTLER,  CHAIRMAN,  DEPARTMENT  OF 
MOLECULAR  AND  EXPERIMENTAL  MEDICINE,  THE  SCRIPPS 
RESEARCH  INSTITUTE 

Dr.  Beutler.  Good  morning,  or  good  afternoon  now. 

My  name  is  Ernie  Beutler,  and  I  serve  as  the  chairman  of  the 
Department  of  Molecular  and  Experimental  Medicine  at  the 
Scripps  Research  Institute.  I  am  a  physician  scientist.  I  specialize 
in  blood  diseases  and  genetics.  I  am  a  member  of  the  National 
Academy  of  Sciences  and  the  former  president  of  the  American  So- 
ciety of  Hematology.  I  served  on  numerous  NIH  and  FDA  advisory 
committees  as  well  as  some  industrial  advisory  committees. 

When  I  heard  Dr.  Healy  testify  this  morning,  I  wondered  wheth- 
er she  was  talking  about  the  institution  at  which  I  have  worked  for 
the  last  14  years.  She  raised  some  very  serious  problems.  As  a 
matter  of  fact,  if  these  problems  really  existed,  I  would  not  be  sit- 
ting here,  and  I  would  not  be  working  at  Scripps. 

At  this  time,  I  would  like  to  address  just  a  couple  of  the  problems 
that  she  raised.  First  of  all,  and  a  very  serious  one,  is  her  sugges- 
tion that  under  the  proposed  agreement  the  Joint  Research  Council 
would  control  all  of  the  research  that  was  being  done  at  Scripps, 
and  that  this  council  was  controlled  by  Sandoz. 

As  a  matter  of  fact,  I  am  a  member  of  the  Joint  Research  Coun- 
cil. It  consists  of  equal  numbers  of  scientists  from  Sandoz  and  from 
Scripps.  There  are  no  administrative  personnel  on  it.  The  contract, 
which  I  suppose  that  her  counsel  did  not  read  sufficiently  carefully, 
states  specifically. 

It  is  recognized  that  TSRI  is  an  independent  research  institute  which  is  controlled 
and  directed  by  its  board  of  trustees  and  management. 
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Dr.  Beutler.  I  might  say  that  the  board  of  trustees  has  10  mem- 
bers. 

That  TSRI  controls  and  directs  its  research  and  related  affairs.  That  the  Joint  Sci- 
entific Council  may  not  control  or  direct  TSRI  research  and  related  affairs.  The  ac- 
tivities of  the  Joint  Scientific  Council  are  not  intended  to  and  shall  not  empower  the 
Joint  Scientific  Council  to  control  or  direct  TSRI  research  and  related  affairs. 

Dr.  Beutler.  I  do  not  really  know  what  could  be  more  specific. 

Now  a  second  matter  about  which  she  was  concerned  was  the  as- 
sumption of  research  supported  by  NIH  by  Sandoz.  If  they  could 
take  a  research  project  that  NIH  had  financed,  that  they  could 
take  it  away  to  Sandoz.  The  fact  is  that  they  cannot.  The  only  re- 
search projects  that  they  are  allowed  to  take  away  from  Scripps 
are  ones  that  they  have  funded  under  a  specific  funding  agree- 
ment. The  purpose  of  that  arrangement  was  when  a  research 
project  got  to  the  point  where  it  was  no  longer  research  but  became 
development  and  implementation,  that  it  would  go  to  the  firm. 

Dr.  Healy  expressed  concern  that  any  clinical  studies  would  be 
done  at  Scripps  at  the  behest  of  Sandoz.  Now,  as  I  am  sure  she 
knows,  NIH  regulations  require  that  every  institution  doing  clini- 
cal research  has  what  is  known  as  an  IRB  or  an  Institutional 
Review  Board. 

The  Institutional  Review  Board  at  Scripps  is  not  at  the  Research 
Institute  at  all.  It  is  at  the  clinic,  which  is  not  a  part  of  our  corpo- 
ration, and  which  obtains  no  support  from  Sandoz.  It  is  comprised 
of  independent  physicians  and  outside  people. 

She  expressed  concern  about  the  fact  that  people  who  have  a  fi- 
nancial interest  in  having  a  product  succeed  let  us  say  might  be 
the  very  ones  that  test  it.  I  absolutely  agree  with  her.  There  should 
be  rules  to  prevent  this.  As  a  matter  of  fact,  we  do  not  allow  this  to 
happen  at  Scripps. 

Finally,  I  might  state  that  in  the  written  testimony  on  page  13 
that  there  is  a  quote  from  the  agreement,  which  states  that  Sandoz 
expressly  acknowledges  that  its  rights  and  obligations  pursuant  to 
this  agreement  with  respect  to  Scripps  technology,  et  cetera,  are 
subject  to  Scripps  obligations  and  rights  of  the  U.S.  Government,  if 
any  which  arise  or  result  in  Scripps  receipt  of  research  support 
from  the  U.S.  Government. 

So,  it  is  very  clear  from  the  agreement  that  whatever  the  rules 
are,  Scripps  is  going  to  follow  them,  and  Sandoz  is  going  to  let  us 
follow  them. 

For  the  last  10  years,  we  have  been  in  an  agreement  with  John- 
son &  Johnson  which  is  substantially  identical  to  the  agreement 
that  is  being  contemplated,  but  has  not  yet  been  consummated 
with  Sandoz. 

I  cannot  speak  to  what  life  for  a  medical  scientist  would  be  like 
under  the  Sandoz  agreement.  I  would  be  very  frightened  about  life 
under  that  agreement,  if  it  were  as  Dr.  Healy  had  interpreted  it.  I 
am  reassured  by  what  I  have  seen  in  the  actual  contract. 

I  would  like  to  provide  you  with  just  one  concrete  example  of 
how  implementation  of  the  Bayh-Dole  Act  under  the  Johnson  & 
Johnson  agreement  has  worked.  Our  experience  with  2-CDA,  a 
product  just  licensed  by  the  FDA  on  March  2d  for  a  rare  form  of 
leukemia,  is  a  good  case  in  point. 
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This  drug  was  developed  in  the  late  1970's  by  Dennis  Carson,  an 
extraordinarily  talented  physician /scientist,  who  had  recently 
begun  his  career  in  my  department.  He  and  I  began  treating  pa- 
tients with  leukemia  with  this  compound  made  in  his  laboratory  at 
Scripps  in  1982.  We  were  immediately  impressed  with  its  potential. 

However,  when  I  contacted  our  patent  counsel  regarding  a  use 
patent  on  this  compound,  I  was  informed  that  because  Dr.  Carson 
had  published  a  paper  on  the  treatment  of  mouse  leukemia  3  years 
before,  we  could  not  obtain  patent  protection. 

In  the  1970's,  before  an  institute  such  as  ours  were  encouraged  to 
maintain  arrangements  with  industrial  partners,  our  faculty  gave 
no  thought  whatsoever  to  such  matters  as  patents.  This  lack  of 
foresight  in  the  case  of  2-CDA  proved  to  be  nearly  disastrous. 

As  you  might  imagine,  industry  had  very  little  interest  in  invest- 
ing in  a  drug  for  which  they  had  no  patent  protection,  a  situation 
which  I  might  say  is  somewhat  akin  to  the  nonexclusive  licensing 
of  drugs  that  has  recently  been  proposed  as  one  solution  to  the 
drug  price  problem. 

It  required  several  years,  the  availability  of  orphan  drug  status, 
and  the  evolution  of  our  partnership  with  J&J  for  Dr.  Carson  and 
me  to  persuade  Johnson  &  Johnson  to  undertake  the  expense  of 
time  consuming  and  admittedly  risky  task  of  developing  2-CDA  to 
a  drug  approved  by  the  FDA. 

The  initial  lack  of  involvement  by  industry  in  this  case  resulted 
in  several  years  delay  in  making  2-CDA  available  to  patients.  But 
ultimately,  the  results  have  been  very  gratifying.  2-CDA  may  be  a 
cure  for  hairy  cell  leukemia.  It  is  certainly  the  best  treatment 
available.  If  we  had  not  had  access  to  an  industrial  partner  to  de- 
velop 2-CDA,  it  would  still  be  a  curiosity,  an  experimental  treat- 
ment available  in  only  a  few  centers.  Now  it  can  be  used  by  physi- 
cians everywhere  to  treat  their  patients. 

Finally,  I  would  like  to  conclude,  since  I  do  want  to  keep  my 
comments  as  short  as  possible  to  give  you  time  to  explore  any  of 
these  areas  that  you  wish,  that  my  academic  freedom  is  not 
abridged  at  Scripps  as  a  result  of  the  corporate  relationship  that 
we  have  had  for  the  last  10  years. 

I  have  never  been  asked  to  undertake  any  research  project.  No 
one  in  my  department  has  ever  been  asked  to  undertake  a  research 
project.  Indeed,  I  would  not  be  willing  to  work  at  an  institution 
where  I  was  not  able  to  maintain  my  full  academic  freedom.  I 
think  that  is  true  for  most  of  my  colleagues. 

I  hope  that  these  thoughts  are  helpful,  and  I  would  be  glad  to 
respond  to  any  questions. 

[Dr.  Beutler's  statement,  with  attachments,  may  be  found  in  the 
appendix.] 

Chairman  Wyden.  Doctor,  thank  you.  Let  me  first  say  that  we 
are  aware  of  your  very  significant  scientific  contributions,  and  ap- 
preciate their  magnitude  and  scope.  I  always  want  to  make  sure 
that  I  am  asking  the  right  questions  of  the  right  person.  You  are  a 
scientist,  who  is  neither  a  lawyer  nor  manager. 

Have  you  actually  read  this  contract? 

Dr.  Beutler.  I  have  read  portions  of  the  contract,  and  I  have 
read  a  summary  of  the  contract. 
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Chairman  Wyden.  For  example,  were  you  aware  of  some  of  these 
provisions,  as  Dr.  Healy  had  testified,  in  terms  of  Scripps  agreeing 
to  help  Sandoz  get  a  waiver  around  the  U.S.  manufacturing  re- 
quirement? 

Dr.  Beutler.  No. 

Chairman  Wyden.  Does  that  trouble  you? 

Dr.  Beutler.  I  think  that  is  an  area  in  which  I  am  really  not 
qualified  to  comment. 

Chairman  Wyden.  My  concern,  and  as  I  say  I  do  not  want  to  ask 
you  about  matters  outside  of  your  province,  of  course,  involves  this 
specific  contract.  We  are  looking  at  the  specific  contract  because  of 
its  magnitude,  and  we  are  talking  about  a  potential  $1  billion  in 
taxpayer  funds  over  the  next  few  years  going  out  the  door  in  a 
fashion  that  Dr.  Healy  has  characterized  as  having  a  significant  re- 
striction on  the  free  flow  of  information. 

There  are  areas  certainly  that  are  subjects  for  debate.  I  gather 
that  you  think  what  Scripps  has  given  up  is  something  akin  to  an 
option  to  take  an  option.  But  as  I  look  at  Sandoz  press  releases, 
they  are  very  specific  about  what  they  think  they  have  got,  and 
they  are  a  pretty  "bottom  line"  oriented  corporation.  They  think, 
as  they  say  in  their  press  release,  that  they  get  first  rights  to 
Scripps  medical  discoveries. 

Dr.  Beutler.  Right.  That  is  exactly  the  kind  of  arrangement  that 
we  had  with  Johnson  &  Johnson.  As  a  working  scientist  and  physi- 
cian, and  also  having  some  considerable  administrative  responsibil- 
ity in  the  organization,  I  can  tell  you  that  contract  worked  out  very 
well  for  us.  I  must  say  that  it  probably  worked  out  less  well  for 
Johnson  &  Johnson.  Because  2-CDA,  which  I  have  mentioned  to 
you  here,  is  the  very  first  therapeutic  product  that  they  have  ob- 
tained after  investing  more  than  $125  million  in  Scripps.  This  rep- 
resents $125  million  of  research  money  that  we  were  able  to  use  to 
leverage  the  money  that  we  were  getting  from  NIH,  not  really  the 
other  way  around. 

Chairman  Wyden.  Did  Johnson  &  Johnson  commercialize  about 
85  technologies  or  therapies  licensed  from  the  particular  lab  where 
you  were? 

Dr.  Beutler.  I  think  that  there  are  a  few  minor  diagnostic  tests 
that  they  have  commercialized.  The  only  therapeutic  agent  that 
they  have  commercialized  is  2-chlorodeoxyadenosne  which  is  the 
drug  that  I  worked  on  with  Dr.  Carson. 

Chairman  Wyden.  But  you  are  not  aware  of  the  fact  that  they 
have  licensed  85  technologies  for  the  lab? 

Dr.  Beutler.  I  am  aware  of  the  fact  that  they  have  licensed 
many  technologies.  But  there  is  a  big  difference  between  licensing 
a  technology  and  making  money  from  it.  They  have  made  very 
little  money  from  this  contract.  This  contract  has  been  very  much 
to  the  advantage  of  the  American  taxpayer  in  the  sense  that  a  lot 
of  money  went  to  Scripps  for  research,  and  very  little  product  went 
to  Johnson  &  Johnson  for  sale. 

Chairman  Wyden.  We  are  going  to  look  into  that.  It  is  hard  to 
figure  out  why  a  major  corporation  like  Johnson  &  Johnson  would 
look  to  license  these  things  other  than  the  fact  that  they  were  very 
lucrative  commercial  opportunities.  Possibly  there  are  other  rea- 
sons that  you  would  suggest. 
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Let  me  just  ask  one  other  question.  My  understanding  is  that  the 
Sandoz  money  and  the  NIH  money  at  Scripps  is  commingled  into 
one  overall  pot,  if  you  will. 

Dr.  Beutler.  It  could  not  possibly  be. 

Chairman  Wyden.  It  is  not? 

Dr.  Beutler.  No;  it  is  not. 

Chairman  Wyden.  This  is  a  matter  that  we  will  pursue  with  our 
friends  at  NIH,  because  they  seem  to  be  of  a  different  opinion. 

Dr.  Beutler.  Would  you  like  me  to  respond  to  that  in  greater 
detail? 

Chairman  Wyden.  Sure. 

Dr.  Beutler.  It  may  very  well  be  that  there  are  projects  that  are 
supported  both  by  Sandoz  general  funding  and  by  NIH  funding. 
But  the  funds  are  certainly  not  commingled.  Every  grant  is  kept  in 
a  grant  account,  and  we  know  exactly  what  has  been  spent  from  it 
and  how  much  is  left. 

Chairman  Wyden.  Well,  my  understanding  from  the  National  In- 
stitutes of  Health  is  different. 

Dr.  Beutler.  We  have  also  received  no  money  from  Sandoz,  be- 
cause the  contract  has  not  been  consummated. 

Chairman  Wyden.  My  understanding  from  the  folks  that  we 
talked  to  at  the  National  Institutes  of  Health  is  that  these  funds 
have  been  commingled.  You  have  now  told  us  that  certain  projects 
have  funds  that  are  commingled. 

Dr.  Beutler.  No,  Mr.  Wyden;  I  said  no  funds  were  commingled.  I 
said  there  are  some  projects  that  are  pursued  with  more  than  one 
source  of  funding,  but  the  funds  are  never  commingled.  Every 
grant  fund  is  kept  in  specific  categories  of  how  much  has  been 
spent  for  salaries,  and  how  much  has  been  spent  for  supplies  from 
that  grant  for  that  project. 

Moreover,  as  I  just  said,  there  are  no  Sandoz  funds.  So,  it  is 
strange  to  see  how  the  NIH  could  say  that  they  have  been  commin- 
gled. 

Chairman  Wyden.  Well,  a  fine  difference.  The  Scripps/Sandoz 
agreement,  of  course,  is  supposed  to  start  in  1997,  I  guess.  They  are 
making  the  argument  that  you  cannot  have  two  exclusive  arrange- 
ments at  the  same  time. 

Dr.  Beutler.  You  cannot  commingle  funds  that  do  not  exist. 

Chairman  Wyden.  But  based  on  what  we  have  heard  from  the 
people  at  NIH,  you  certainly  can  figure  out  a  way  to  employ  them 
for  more  than  one  project  in  a  way  that  certainly  blurs  the  lines. 
We  will  follow  up  with  the  National  Institutes  of  Health  on  this 
matter. 

Let  me  ask  my  friend  from  San  Diego  if  she  would  like  to  ask 
any  questions  of  her  constituent? 

Ms.  ScHENK.  Thank  you,  Mr.  Chairman.  Again,  I  greatly  appreci- 
ate your  courtesy  in  this  matter.  I  do  have  a  couple  of  very  brief 
questions.  Since  you,  Mr.  Chairman,  asked  most  of  the  questions 
that  I  would  have  asked. 

First,  Dr.  Beutler,  going  back  to  the  point  that  you  were  just 
making,  is  there  a  practical  difference  between  commingling  of  ac- 
count and  having  dual  funding? 

Dr.  Beutler.  Yes;  I  think  that  there  are  two  different  matters. 
Commingling  of  accounts  would  mean  to  me  putting  all  of  the 
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money  into  one  account,  and  then  spending  from  that  account  for 
whatever  you  need  for  that  project.  Having  dual  funding  might 
mean  that  you  have  a  project  going  on  in  which  you  have  support 
from  NIH.  NIH  customarily  cuts  back  support  by  16  percent  or  so 
from  the  actual  authorized  amount. 

If  there  is  a  technician  working  on  that  project,  and  you  do  not 
have  enough  money  to  pay  him  or  her,  so  you  use  money  from  gen- 
eral funding,  let's  say  in  this  case  from  J&J.  It  could  not  be  from 
Sandoz,  because  there  is  no  money.  So,  that  person  might  be  paid 
out  of  Johnson  &  Johnson.  The  rest  of  the  people  might  be  paid  out 
of  a  grant.  But  the  funds  are  not  commingled. 

Ms.  ScHENK.  But  the  end  product,  the  research,  who  owns  it? 

Dr.  Beutler.  The  end  product  is  supported  by  both. 

Ms.  ScHENK.  But  who  has  the  rights  to  it? 

Dr.  Beutler.  Well,  the  Institute  has  the  rights  to  it  under  cur- 
rent law.  We  just  obey  the  law  the  way  that  it  is. 

Ms.  ScHENK.  As  I  said,  just  a  couple  of  quick  questions. 

Does  Scripps,  as  far  as  you  know,  have  any  procedures  to  prevent 
conflicts  of  interest  by  its  employees? 

Dr.  Beutler.  Yes;  we  do.  All  consulting  agreements  have  to  be 
reported  to  our  industrial  affairs  office.  They  are  inspected  for  pos- 
sible conflict  of  interest.  If  a  conflict  of  interest  is  perceived  at  the 
management  level,  for  example  negotiating  an  agreement  with  a 
firm,  then  this  is  reported  to  the  board  of  trustees.  If  the  person 
who  is  involved  is  on  the  board  of  trustees,  then  he  or  she  would 
not  participate  in  making  the  decision. 

Ms.  ScHENK.  Do  they  ever  go  the  next  step  perhaps  to  consult  the 
NIH  about  potential  conflicts? 

Dr.  Beutler.  I  do  not  know  whether  they  have  or  not,  Ms. 
Schenk. 

Ms.  Schenk.  One  last  question.  Do  you  feel  that  institutes  like 
Scripps  need  clearer  definitions  and  guidelines  within  the  law  in 
these  areas? 

Dr.  Beutler.  That  is  a  very  difficult  question  to  answer.  I  think 
that  there  is  not  any  question  that  we  always  have  and  we  always 
will  abide  by  any  guidelines  that  the  Federal  Government,  the 
NIH,  and  State  governments  set  up.  Obviously,  as  I  think  Mr.  Kim 
pointed  out  in  his  opening  remarks,  we  are  all  caught  in  a  web  of 
regulation.  That  is  true  not  only  for  small  business,  but  also  for 
large  business. 

So,  if  there  were  another  layer  of  administrative  review  for  ev- 
erything that  is  done,  it  would  just  make  science  move  more 
slowly.  I  think  that  it  is  obviously  up  to  the  NIH  and  for  this  sub- 
committee to  decide  whether  there  is  a  necessity  for  additional  reg- 
ulation. 

But  I  think  that  the  perception  that  Dr.  Healy  gave  you  that 
such  regulation  is  badly  needed  is  based  on  an  early,  and  I  think,  a 
misreading  of  a  contract.  It  might  have  been  a  little  bit  more  pro- 
ductive if  she  and  her  attorneys  had  consulted  with  Scripps  to 
obtam  clarification  of  some  of  the  points  that  she  brought  up.  I 
think  that  probably  that  they  would  have  felt  much  more  satisfied 
about  the   contract  once  they   understood   what   its   implications 
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Ms.  ScHENK.  My  question  was  not  about  the  need  for  more  ad- 
ministration here,  but  the  need  on  the  part  of  institutions  such  as 
yours  for  clearer  guidehnes. 

You  feel  that  the  guidelines  are  pretty  clear,  and  that  you  under- 
stand them? 

Dr.  Beutler.  The  guidelines,  as  far  as  I  understand  them,  are 
pretty  clear. 

Ms.  ScHENK.  That  is  all  that  I  have.  Again,  thank  you. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  I  thank  my  colleague. 

I  want  to  recognize  the  minority  now  for  a  minute,  and  then  I 
am  going  to  have  to  get  out  of  the  door. 

But  let  me  just  tell  you.  Dr.  Beutler,  you  always  want  to  ask  the 
right  things  and  say  the  right  thing  to  the  right  witness.  My  under- 
standing is  that  your  expertise  is  in  the  scientific  area,  and  it  is  a 
very  significant  contribution  that  you  have  made.  But  I  hope  that 
you  and  your  associates  will  also  put  yourselves  in  the  shoes  of  the 
taxpayer,  because  I  think  what  the  taxpayer  sees  is  $1  billion  going 
out  the  door  over  the  next  10  years,  or  $100  million  per  year.  The 
Federal  Government,  based  on  the  articles  that  we  read  in  the  San 
Diego  Union,  not  only  does  not  approve  it,  but  the  Federal  Govern- 
ment according  to  your  own  press  people,  does  not  even  know  any- 
thing about  it. 

It  seems  to  me,  at  least  what  I  hear  at  home,  that  we  need  a  lot 
more  accountability  of  over  $1  billion,  than  to  hope  that  maybe 
after  the  fact  you  read  about  it  in  the  newspaper. 

I  say  that  just  so  you  know  that  we  do  not  want  to  diminish  the 
scientific  contributions  that  you  and  your  associates  have  made.  I 
have  tried  to  take  special  note  of  them.  But  I  hope  that  this  will 
also  be  looked  at  in  the  eyes  of  the  taxpayer,  who  I  think  wants  a 
lot  more  accountability  of  over  $1  billion  than  what  we  read  in  the 
San  Diego  Union,  where  the  Federal  Government  did  not  even 
know  about  this  particular  transaction,  let  alone  approve  it. 

Dr.  Beutler.  Well,  Mr.  Wyden,  I  am  sure  that  a  man  of  your  ac- 
complishments and  sophistication  does  not  believe  everything  that 
they  read  in  the  newspapers. 

Chairman  Wyden.  It  was  your  press  person. 

Dr.  Beutler.  No;  not  our  press  person. 

Chairman  Wyden.  Yes;  Mr.  Beers.  Do  you  want  me  to  read  it  to 
you?  Mr.  Beers  of  Scripps  was  quoted  in  the  newspaper,  I  almost 
remember  it  verbatim.  There  was  no  formal  contact  with  the  Na- 
tional Institutes  of  Health  on  this  billion  dollar  deal.  People  in  the 
Federal  Government  read  about  it  in  the  newspaper.  That  is 
almost  a  verbatim  account  of  what  your  press  people  said. 

Let  me  recognize  the  minority,  and  move  on.  I  appreciate  their 
cooperation. 

Mr.  Lehman.  I  appreciate  you  giving  us  the  opportunity  to  ask 
questions.  Congressman  Combest  wanted  to  ask  two  simple  ques- 
tions. One  is  along  the  lines  that  the  chairman  just  asked  about, 
taxpayer  benefits. 

What  are,  in  your  opinion,  the  taxpayer  benefits  from  such 
agreements  as  between  Sandoz  and  Scripps? 

Dr.  Beutler.  Well,  I  took  at  this  as  leverage,  which  is  in  favor  of 
the  taxpayer.  Instead  of  getting  a  billion  dollars  worth  of  research, 
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the  taxpayer  is  getting  let's  say  $1.3  billion  worth  of  research.  I 
think  that  the  billion  figure  itself  is  not  really  quite  fair.  Because  it 
implies  that  all  of  the  research  done  at  Scripps  not  only  has  scien- 
tific value  but  commercial  value.  In  reality,  I  think  that  there  is  a 
rather  small  subset  of  the  work  that  is  being  done  at  Scripps  which 
has  any  commercial  potential. 

Most  of  the  work  that  we  do  is  very  basic.  It  involves  cloning 
genes  that  are  of  interest  to  us.  It  includes  trying  to  understand 
life  processes  better.  Things  that  maybe  can  be  important  in  the 
understanding  of  cancer  10  or  20  years  from  now,  but  that  really 
do  not  have  any  commercial  value. 

So,  when  I  hear  that  figure  of  a  billion  dollars  of  taxpayer  money 
being  used  commercially,  I  consider  that  to  be  a  little  bit  inaccu- 
rate. Because  I  think  that  it  may  be  more  like  a  $100  or  $200  mil- 
lion figure,  which  is  being  leveraged  up  by  the  funds  that  are  being 
contributed  by  the  pharmaceutical  industry. 

As  I  pointed  out  to  Mr.  Wyden,  the  experience  of  Johnson  & 
Johnson  shows  that  the  taxpayers  got  let's  say,  I  cannot  add  it  up 
right  now,  but  let's  say  they  got  $500  million  worth  of  research  for 
$350  million.  So,  I  think  that  the  taxpayer  really  benefits  not  only 
in  this  financial  sense,  but  also  in  the  fact  that  these  kinds  of  alli- 
ances, however  they  are  structured,  give  us  the  opportunity  to 
translate  what  we  do  in  the  laboratory  where  it  can  come  to  the 
patient. 

The  regulation  of  drug  development  is  so  complicated  these  days. 
The  requirements  that  the  FDA  has  to  impose  in  order  to  maintain 
drug  safety  are  so  complex  that  there  is  no  way  that  an  institution 
like  ours  can  bring  a  drug  to  market.  This  task  of  selecting  the 
right  labels  for  the  bottles,  the  right  glass  for  the  bottles,  the  right 
stability  testing,  and  so  forth.  This  has  to  be  done  by  industry.  If  it 
is  not  done  by  industry,  then  the  taxpayer  never  gets  the  benefit  at 
all. 

Mr.  Lehman.  I  just  have  one  last  question,  Mr.  Chairman. 

One  point  that  seems  to  be  in  question  here  is  Dr.  Healy  men- 
tioned that  the  agreement  between  Sandoz  and  Scripps  is  consider- 
ably different  than  other  similar  agreements. 

Is  it  your  opinion  that  it  is  not? 

Dr.  Beutler.  My  opinion  is  that  it  is  probably  not.  But  I  have 
not  read  the  other  agreements.  I  believe  that  Dr.  Healy  has  not 
read  the  other  agreements.  So,  it  is  really  premature  to  discuss  its 
relationship. 

As  Mr.  Wyden  very  wisely  pointed  out,  I  am  not  a  lawyer,  and  I 
have  not  read  the  whole  agreement.  As  I  understand  it,  and  I  have 
talked  to  people  from  Sandoz  and  our  own  administrative  staff,  I 
think  it  is  very  similar  in  outline  to  the  Johnson  &  Johnson  agree- 
ment. 

Mr.  Lehman.  I  appreciate  that. 

Thank  you,  Mr.  Chairman. 

Chairman  Wyden.  Dr.  Beutler,  again,  we  very  much  appreciate 
your  coming.  My  guess  is  that  we  probably  did  not  have  the  person 
who  could  have  filled  us  in  on  a  lot  of  the  legal  aspects  of  this  in 
which  we  are  interested.  But  it  would  be  wholly  unfair  to  blame 
you  for  that.  We  appreciate  your  scientific  contributions.  We  wish 
to  see  those  scientific  contributions  go  forward. 
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I  am  a  supporter  of  collaborative  research.  I  wrote  one  of  the 
technology  transfer  laws  that,  in  fact,  promotes  technology  transfer 
by  small  business.  But  we  must  also  be  attentive  to  the  interest  of 
taxpayers  and  consumers.  I  gather  that  you  are  concerned  about 
that  as  well. 

Dr.  Beutler.  Absolutely. 

Chairman  Wyden.  We  will  want  to  talk  to  you  and  your  associ- 
ates in  the  days  ahead. 

The  subcommittee  is  adjourned. 

[Whereupon,  at  12:55  p.m.,  the  subcommittee  was  adjourned,  sub- 
ject to  the  call  of  the  Chair.] 
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Today,  the  Subcommittee  on  Regulation,  Business  Opportunities 
and  Technology  continues  its  two-year-long  inquiry  of  the  pricing 
of  drugs  and  medical  devices  which  are  the  result  of  cooperation 
between  taxpayer-supported,  non-profit  research  labs,  and  the 
pharmaceutical  industry. 

The  potential  importance  to  the  nation's  public  health  of  this 
medical  research  collaboration  is  not  in  dispute.  From  these 
projects  flow  life-enhancing  treatments  for  cancer,  medications  for 
cardiovascular  disease  and  cures  for  diseases  and  conditions  that 
formerly  meant  death  or  a  lifetime  of  disability  for  many  of  our 
fellow  citizens. 

But  this  collaboration,  over  time,  also  has  cemented  the 
economic  foundation  of  a  very  large,  very  profitable  industry.  On 
a  continuing  and  increasing  basis,  the  pharmaceutical  industry 
mines  a  motherlode  of  valuable  medical  discoveries  from  a  lab 
system  federal  taxpayers  support  with  almost  $10  billion  per  year. 
Of  these  billions,  three  dollars  of  every  four  go  to  a  university 
or  independent  lab. 

The  federal  administrators  supervising  this  system  appear  to 
have  little  control  over  the  prices  charged  by  private  drug 
manufacturers  who  are  their  partners  in  either  project  specific,  or 
broad  based  research  ventures.  This  system  results  in  the 
commercialization  of  drugs  discovered  and  developed  in  federal 
labs,  and  then  priced  out-of-sight  by  the  pharmaceutical  industry. 

Today,  we  turn  to  the  experience  of  private,  non-profit 
research  labs,  some  in  universities  and  some  independent,  which 
receive  a  significant  if  not  majority  portion  of  their  annual 
operating  budget  through  federal  grants.  In  1991,  for  example,  the 
top  25  independent  and  university  labs  received  over  $5  billion  in 
federal  awards,  mostly  through  NIH  grants. 
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Of  special  interest  to  the  subcommittee  are  the  instances 
where  private,  non-profit  research  institutes  receiving  the  bulk  of 
their  financial  support  from  the  federal  government  sign  exclusive 
technology  transfer  agreements  with  private  drug  companies.  Such 
agreements  by  definition  can  be  most  detrimental  to  small  business, 
because  they  create  monopolies  dominated  by  very  large,  multi- 
national pharmaceutical  corporations  that  reduce  marketplace 
competition. 

The  subcommittee  intends  to  use  as  case  study,  today,  a  major, 
10-year-long  agreement  entered  into  by  the  Sandoz  Corporation  of 
Basel,  Switzerland,  and  the  Scripps  Research  Institute  of  La  Jolla, 
California.  Scripps  gets  most  of  its  operating  funds,  almost  $100 
million  per  year,  from  the  federal  Treasury.  It  has  signed  an 
exclusive  technology  transfer  arrangement  with  Sandoz,  which  will 
supersede  an  already  existing  exclusive  arrangement  between  Scripps 
and  Johnson  and  Johnson  Corp.  As  a  result  of  its  agreement,  Sandoz 
will  have  access  to  a  projected  $1  billion  worth  of  federally 
supported  research. 

A  billion  dollars  is  obviously  a  lot  of  taxpayer  money.  One 
would  hope  that  government  would  scrutinize  how  it  was  being  spent. 
But  in  this  case,  the  key  government  agency  was  neither  informed 
nor  consulted  about  the  deal.  We  have  a  situation  where  the  labs 
and  the  drug  companies  romance  one  another,  cut  sweetheart 
agreements  and  the  taxpayer  gets  jilted. 

Here's  one  for  Ripley:  This  seems  to  be  standard  operating 
procedure. 

The  Scripps  case  raises  many  troubling  issues.  There's 
evidence  that  at  least  some  federally  supported  research 
institutions  believe  they  are  under  no  legal  obligation  to  show  the 
government  the  agreements  they  have  entered  into  with  private  drug 
companies. 

The  federal  government  appears  to  be  bolstering  the  profit 
margin  of  a  large  foreign  corporation.  Meanwhile,  we  freeze 
competition,  decrease  market  access  to  small  companies  and  probably 
encourage  higher  drug  prices  for  consumers. 

In  addition,  it  appears  the  federal  government  has  turned  a 
blind  eye  toward  conflict-of-interest  risks  involving  key 
administrators  or  researchers  at  these  tax-exempt,  federally 
subsidized  institutions.  Drug  companies  may  reward  these 
individuals  with  consulting  contracts  and  equity  ownership 
incentives.  Clearly,  these  sweetheart  deals  can  bias  decisions 
made  by  these  key  lab  personnel  regarding  (1)  the  research 
direction  taken  by  the  federally  subsidized  labs,  and  (2)  who  gets 
to  market  the  results. 
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Yet,  for  years  the  Department  of  Health  and  Hximan 
Services  and  the  Bush  White  House,  responding  to  pressure 
from  the  drug  industry,  squelched  a  package  of  conflict- 
of-interest  regulations  designed  to  discourage  misuse  of 
federal  grants.  This  is  simply  unacceptable.  And  it  has 
fueled  an  atmosphere  of  troubling  entrepreneurship  among 
insiders  at  these  labs. 

Because  of  our  concern  with  potential  conflicts  of  interest, 
we  will  examine  evidence  that  a  key  administrator  at  Scripps  also 
has  a  lucrative  consulting  contract  with  the  drug  manufacturer  who 
enjoys  an  exclusive  technology  transfer  agreement  with  the  lab. 
Does  this  arrangement  bear  on  research  decisions  at  the  lab?  Is 
the  public  interest  protected? 

For  the  record,  Johnson  and  Johnson,  and  Sandoz,  have  declined 
the  subcommittee's  invitation  to  testify,  although  both  have 
submitted  written  statements  to  the  hearing  record  at  the 
subcommittee's  request.  Without  objection,  those  statements  will 
be  included  in  today's  hearing  record. 

The  Chair  notes  that  the  NIH,  at  our  request,  is  looking 
beyond  the  Scripps-Sandoz,  and  Scripps-Johnson  and  Johnson  deals. 
NIH  is  trying  to  define  the  extent  of  similar  arrangements 
throughout  its  grantee  community.  More  than  100  research 
institutions  receiving  NIH  money  are  being  surveyed  by  the  NIH. 

Dr.  Bernadine  Healy,  the  NIH  director,  will  testify  today  on 
the  progress  of  her  inquiry,  as  well  as  on  the  specifics  of  the 
Scripps-Sandoz  and  Scripps-Johnson  and  Johnson  collaborations. 

Beyond  the  question  of  pricing  of  products,  this  deal  raises 
many  questions  which  are  of  critical  concern  to  scientists,  the 
government  and  the  average  taxpayer. 

How  will  this  deal  impact  normal  interchange  between 
scientists  within  and  outside  of  Scripps,  and  how  will 
that  affect  the  course  of  groundbreaking  science?  Will 
a  Scripps  scientist  whose  bread  is  not  only  buttered  but 
paid  for  by  Sandoz  be  barred  from  speaking  to  a  colleague 
at  the  University  of  Oregon,  or  at  Georgetown? 

What  kind  of  controls  are  in  place  to  prevent  an 
unscrupulous  administrator  from  selling  access  to  his 
laboratory  for  what  amounts  to  a  professional  or 
financial  gain? 

Also,  do  our  drug  companies  have  the  same  kind  of  access 
to  public  supported  labs  in  foreign  countries  that 
foreign  companies  appear  to  have  to  ours? 
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In  the  Chair's  view,  government  acquiescence  to  arguments  by 
federally  supported  research  institutions  that  drug  company 
collaboration  deals  should  remain  secret  would  be  irresponsible  in 
the  extreme.  Continued  refusal  to  share  this  information  should  be 
the  grounds  for  divorce  —  federal  grant  money  should  be  withheld. 

Finally,  the  Chair  notes  that  there  are  stibstantial  questions 
as  to  whether  the  Scripps  deals  comply  with  the  Bayh-Dole  Act, 
which  is  the  principal  federal  technology  transfer  law. 

The  Chair  will  take  special  interest  in  this  issue  and  intends 
to  sp>ecifically  examine  the  impact  of  these  deals  on  small 
business,  and  the  encouragement  of  monopolistic  pricing  practices 
on  important  new  drugs. 
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THANK  YOU,  MR.  CHAIRMAN.   I  WANT  TO  FIRST  SAY  THAT  I  LOOK  FORWARD 
TO  WORKING  WITH  YOU  IN  A  BIPARTISAN  MANNER  ON  THE  MANY  REAL 
PROBLEMS  FACING  THE  NATIONS  20  MILLION  SMALL  BUSINESSES. 

I  BELIEVE  THAT  THERE  ARE  SERIOUS  POLICY  QUESTIONS  THAT  NEED  TO  BE 
ADDRESSED  IN  CONNECTION  WITH  COLLABORATIVE  BIOMEDICAL  RESEARCH 
AGREEMENTS  BETWEEN  PRIVATE  RESEARCH  INSTITXTTIONS  AND  THEIR 
INDUSTRIAL  PARTNERS.   HOWEVER,  I  ALSO  HAVE  SOME  CONCERNS  AS  TO 
JUST  WHY  THE  SUBCOMMITTEE  IS  FOCUSING  ON  ONLY  TWO  PLAYERS  IN  THIS 
AREA— HUNDREDS  OF  SUCH  AGREEMENTS  HAVE  EXISTED  SINCE  CONGRESS 
ENACTED  THE  BAYH-DOLE  ACT  OF  1980. 

BECAUSE  OF  PAST  REQUESTS  FROM  THE  SUBCOMMITTEE,  THE  NATIONAL 
INSTITUTES  OF  HEALTH  (NIH^  HAS  ASKED  103  UNIVERSITIES  AND  PRIVATE 
RESEARCH  INSTITUTES  FOR  MiL_INFORMATION  THAT  MAY  HAVE  BEEN 
COLLECTED  ABOUT  INSTITUTIONS  RECEIVING  SIGNIFICANT  FEDERAL 
FUNDING.   I  AM  CONCERNED  THAT  BY  FOCUSING  ON  ONLY  ONE  AGREEMENT, 
THE  SANDOZ-SCRIPPS  AGREEMENT,  THERE  IS  AN  APPEARANCE  OF 
IMPROPRIETY  WHICH  MAY  NOT  EXIST. 

FURTHERMORE,  MR.  CHAIRMAN,  IT  IS  MY  UNDERSTANDING  THAT  NIH  HAS 
RECEIVED  LITTLE  OR  NO  RESPONSE  FROM  THE  MANY  INSTITUTIONS 
CONTACTED.   WHILE  NIH  HAS  RECEIVED  SOME  INFORMATION  ON  THE 
AGREEMENT  BETWEEN  SCRIPPS  AND  SANDOZ  MY  UNDERSTANDING  IS  THAT  FEW 
OTHERS  WHO  ARE  SCHEDULED  TO  TESTIFY  HERE  TODAY  HAVE  SEEN  THE 
AGREEMENT  IN  QUESTION.   I  ALSO  UNDERSTAND  THAT  THIS  AGREEMENT  HAS 
NOT  BEEN  COMPLETELY  FINALIZED  AND  WOULD  NOT  GO  INTO  EFFECT  FOR 
YEARS. 

MR.  CHAIRMAN  THE  BIOTECHNOLOGY  FIELD  IS  ONE  OF  THE  SHINING  STARS 
IN  OUR  ECONOMY.   SOME  FOLKS  AT  THIS  HEARING  MAY  TRY  TO  CONTRADICT 
THAT,  BUT  THE  FACTS  ARE  CLEAR.   NIH'S  OWN  ESTIMATES  CLAIM  THAT  BY 
THE  YEAR  2000  $50  BILLION  IN  REVENUES  AND  THOUSANDS  OF  NEW  JOBS 
CAN  BE  ATTRIBUTED  TO  THE  BIOTECHNOLOGY  FIELD.    WHILE  I 
UNDERSTAND  THE  NEED  TO  ADDRESS  POSSIBLE  POLICY  CONCERNS  I  HOPE 
THAT  THE  SUBCOMMITTEE  WILL  MOVE  PRUDENTLY. 

FINALLY,  MR.  CHAIRMAN,  AS  YOU  KNOW,  SANDOZ  PHARMACEUTICAL 
CORPORATION  WAS  UNABLE  TO  TESTIFY  THIS  MORNING  CONSEQUENTLY, 
SANDOZ  HAS  PROVIDED  ME  WITH  A  WRITTEN  STATEMENT  WHICH  TOGETHER 
WITH  THEIR  MARCH  5TH  LETTER,  I  HEREBY  REQUEST  TO  BE  INCLUDED  IN 
THE  HEARING  RECORD. 
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Opening  statement  of  the 
Honorable  James  R.  Bilbray 

3/ll/»3 

Mr.  Chairman.  As  the  Clinton  Administration  gears  itself  to  tackle 

the  necessity  of  health  reform,  1  must  again  commend  your  desire  to 

tackle  one  of  the  most  obvious  signs  of  the  need  for  reform,  the 

high  price  of  prescription  drugs.   It  is  of  particular  interest 

that  you  and  the  Subcommittee  have  chosen  today  to  hit  upon  one  of 

the  root  causes  of  these  high  prices  and  the  fact  that  taxpayers  do 

not  appear  to  be  benefitting  from  the  marketing  of  federally 

subsidized  research. 

1  hope  that  in  their  testimony,  both  Dr  Healy  and  the 
representative  from  Scripps  will  shed  some  light  on  why  the  current 
practices  have  been  allowed  to  continue.  Under  these  practices, 
federally  subsidized  laboratories  such  as  Scripp  have  been  allowed 
to  enter  into  agreements  with  pharmaceutical  companies,  foreign  and 
domestic,  which  give  the  companies  exclusive  rights  to  technologies 
and  developments  discovered  at  the  laboratories.  In  return,  the 
lab  receives  a  lumpsum  payment.  Labs  such  as  Scripps  will  argue 
that  these  agreements  and  payment  provide  a  necessary  avenue  for 
more  badly  needed  research  money.  However,  it  can  be  contended 
that  the  payment  that  a  lab  such  as  Scripps  receives  from  a  company 
such  as  Sandoz  from  Switzerland,  $300  million,  is  nothing  more  than 
payment  for  taxpayer  funded  research.  In  the  10  years  of  the 
Sripps/Sandoz  agreement,  the  NIH  will  provide  Scripps  with 
approximately  $1  billion  in  funding. 
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However,  this  situations  worsens  ,  when  you  consider  that  upon 
receiving  the  rights  to  this  research,  not  only  those  the  NIH  and 
the  federal  government  loose  all  control  over  it,  but  the  company 
that  now  owns  it  can  proceed  to  market  it  and  price  it  as  they 
wish,  without  regard  to  the  taxpayer.  More  than  often,  under  the 
guise  of  R  S  D  cost,  which  in  cases  such  as  this  amount  to  no  more 
than  a  payoff,  these  companies  will  charge  exorbitant  prices. 

I  look  forward  to  Dr.  Healy's  thoughts  on  rectifying  this  problem 
and  to  the  opinion  consumer  advocates  such  s  Mr.  Nader  on  this 
topic.  I  hope  that  as  we  prepare  ourselves  to  tackle  the  problems 
of  America's  health  care  crisis,  we  will  also  undertake  the 
opportunity  to  correct  situations  such  as  this  one  in  which  the 
taxpayers  are  loosing  the  opportunity  to  afford  lifesaving  and  live 
improving  drugs  which  they  have  clearly  aid  for. 
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HONORABLE  JAY  KIM 
41st  DISTRICT  CALIFORNIA 

OPENING  STATEMENT 

SMALL  BUSINESS  SUBCTTE.  ON  REGULATION/BUS.  OPP. 

MARCH  11,  1993 


MR.  CHAIRMAN,  I  LOOK  FORWARD  TO  SERVING  ON  THIS 
SUBCOMMITTEE. 

HOWEVER,  I  AM  DISAPPOINTED  THAT  OUR  FIRST  HEARING  IS  NOT 
FOCUSED  ON  THE  GENERAL  ISSUE  OF  THE  HEALTH  OF  SMALL  BUSINESS. 
AMERICA'S  SMALL  BUSINESSES  ARE  HURTING  AND  THEY  NEED  OUR 
HELP.. ..NOW! 

THIS  IS  THE  SUBCOMMITTEE  ON  REGULATION,  BUSINESS 
OPPORTUNITIES  AND  TECHNOLOGY.  I  HAVE  JUST  COME  FROM  THE 
PRIVATE  SECTOR  WHERE  I'VE  BEEN  ALL  MY  LIFE  RUNNING  MY  OWN 
SMALL  BUSINESS.  I  WAS  CONSTANTLY  FACED  WITH  MORE  AND  MORE 
CONFUSING  FEDERAL  REGULATIONS  THAT  BECAME  OBSTACLES  TO 
GROWTH  AND  NEW  JOB  CREATION.  I  WANTED  TO  DO  SOMETHING 
ABOUT  THAT,  SO  I  RAN  FOR  CONGRESS  AND  HERE  I  AM. 

I'M  LOOKING  FORWARD  TO  FOCUSING  THE  IMPACT  OF  FEDERAL 
REGULATIONS  ON  SMALL  BUSINESS.  I  THINK  THAT  SHOULD  BE  THE 
NUMBER  ONE  PRIORITY  OF  THIS  SUBCOMMITTEE. 


-2- 

PRESIDENT  CLINTON  HAS  PROPOSED  A  MAJOR  ECONOMIC  STIMULUS 
PACKAGE  WITH  SPECIFIC  EMPHASIS  ON  HELPING  SMALL  BUSINESS.  THIS 
PACKAGE  IS  ON  THE  FAST  TRACK  IN  CONGRESS. 

WE  OUGHT  TO  BE  HOLDING  HEARINGS  FOCUSING  ON  THE  SMALL 
BUSINESS  OPPORTUNITIES  AND  EXAMINING  WHETHER  OR  NOT  THERE  ARE 
OTHER  ACTIONS  THAT  COULD  BE  TAKEN  TO  IMPROVE  BUSINESS  AND 
ECONOMIC  GROWTH. 

I  THINK  THERE  ARE,  NAMELY  REGULATORY  REFORM.  I  THINK  THIS 
SUBCOMMITTEE  IS  BEST  SUITED  TO  PURSUE  THIS  AGENDA.  I  THINK  WE 
SHOULD  BE  DOING  THAT  NOW. 

NO  OFFENSE  TO  ANYONE  HERE,  ESPECIALLY  OUR  DISTINGUISHED 
WITNESSES  LIKE  THE  DIRECTOR  THE  N.I.H.,  BUT  I  DO  NOT  SEE  THE  ISSUE 
OF  JOINT  PRIVATE-FEDERAL  PHARMACEUTICALS  AS  A  SIGNIFICANT 
PROBLEM  FACING  AMERICA'S  SMALL  BUSINESS  COMMUNITY  AND 
WARRANTING  THIS  URGENT  HEARING. 

ARE  THERE  ANY  SMALL  BUSINESS  WITNESSES  IN  THE  THREE  PANELS 
BEFORE  US?    IT  DOESN'T  APPEAR  SO. 
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THERE  ARE  MANY  NEW  FRESHMEN  IN  CONGRESS  AND  ON  THIS 
SUBCOMMITTEE.  WE  DIDN'T  COME  HERE  TO  SUPPORT  BUSINESS  AS 
USUAL--WE  CAME  HERE  TO  GET  THE  JOB  DONE. 

I  BELIEVE  THAT  IN  THIS  SUBCOMMITTEE  THAT  SHOULD  MEAN 
CONCENTRATION  ON  THE  NUMBER  ONE  ISSUE  OF  REGULATIONS  AND 
BUSINESS  OPPORTUNITIES  AS  THEY  AFFECT  AVERAGE  SMALL 
BUSINESSES,  NOT  SPECIAL  INTERESTS. 

WHILE  I  DON'T  THINK  THIS  IS  THE  BEST  WAY  TO  GET  STARTED,  I 
HOPE  OUR  NEXT  HEARINGS  WILL  REFLECT  THE  TOP  PRIORITIES  OF  THE 
AMERICAN  SMALL  BUSINESS  COMMUNITY. 

MR.  CHAIRMAN.  I  LOOK  FORWARD  TO  WORKING  COOPERATIVELY 
WITH  YOU  AND  THANK  YOU  FOR  YIELDING. 
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OPENING  REMARKS 
HON.  SAM  JOHNSON 

THANK  YOU  MR.  CHAIRMAN. 

I  WANT  TO  THANK  OUR  GUESTS  FROM  THE 
NATIONAL  INSTITUTES  OF  HEALTH  (NIH)  AND  THE 
REST  OF  THE  PANEL  FOR  THEIR  PARTICIPATION  IN 
TODAY'S  HEARING. 

I  LOOK  FORWARD  TO  OUR  PANEL'S  DISCUSSION  OF 
THE  COOPERATIVE  RESEARCH  AND  DEVELOPMENT 
AGREEMENTS  (CRADA)  BETWEEN  TAX-EXEMPT 
MEDICAL  INSTITUTIONS  AND  PRIVATE 
PHARMACEUTICAL  COMPANIES.  I  REALIZE  THAT 
SINCE  ENACTMENT  OF  THE  BAYH  -DOLE  ACT  OF 

1980,  MANY  SUCH  AGREEMENTS  HAVE  BEEN  MADE. 
I  AM  CONCERNED,  HOWEVER,  THAT  THE  TWO 
PARTIES  IN  QUESTION,  SCRIPPS  AND  SANDOZ,  ARE 
NOT  PRESENT  TO  ADD  TO  THE  PANEL'S  DISCUSSION. 


BACK  HOME,  MANY  OF  MY  CONSTITUENTS  ARE 
UPSET  ABOUT  THE  HIGH  COSTS  OF 
PHARMACEUTICALS,  PRESCRIPTION  DRUGS  AND 
VARIOUS  OTHER  MEDICAL  PRODUCTS.  I  HOPE  THAT 
AS  WE  CONSIDER  THE  TECHNOLOGY  TRANSFER 
AGREEMENTS  BETWEEN  SCRIPPS  AND  SANDOZ,  WE 
DON'T  LOSE  SIGHT  OF  THE  PEOPLE  THAT  OUR 
ACTIONS  ULTIMATELY  AFFECT,  OUR  CONSTITUENTS. 
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STATEMENT  BY 

BERKADINE  HEALY,  M.D. 

DIRECTOR 

NATIONAL  INSTITDTES  OF  HEALTH 

DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

HOUSE  COMMITTEE  ON  SMALL  BUSINESS 

SUBCOMMITTEE  ON  REGULATION,  BUSINESS  OPPORTUNITIES  AND  ENERGY 

THURSDAY,  MARCH  11,  1993 
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Mr.  Chairman  and  subcommittee  members,  I  am  here  today  to 
testify  about  research  support  agreements  between  academic  research 
institutions  funded  by  NIH  and  industry.  Within  that  context,  you 
have  asked  that  we  consider  whether  and  how  such  an  agreement 
between  the  Scripps  Research  Institute  and  Sandoz  Corporation 
complies  with  the  policy  objectives  articulated  by  Congress  in  the 
Bayh-Dole  Act  of  1980  (P.L.  96-517). 

The  mission  of  NIH  is  the  pursuit  of  science  to  improve  human 
health.  NIH  and  the  institutions  it  funds  conduct  research  at  the 
frontiers  of  knowledge — often  in  collaboration  with  industry. 
Through  technology  transfer,  the  fruits  of  NIH- funded  research  are 
brought  to  the  public  by  translating  fundamental  medical  research 
into  commercial  products  that  improve  the  general  health. 

NIH  and  its  grantees  have  played  a  vital  role  in  laying  a 
foundation  of  scientific  knowledge  and  discovery.  We  have  worked 
with  industry  to  translate  these  discoveries  into  lifesaving 
diagnostics  and  therapeutics.  In  turn,  this  partnership  has 
fostered  the  development  of  a  strong  U.S.  biotechnology  sector. 
Projections  indicate  that  revenues  from  biotechnology  will  exceed 
$50  billion  by  the  year  2000  and  produce  thousands  of  jobs.  NIH's 
support  of  research  has  helped  make  the  United  States  the  world's 
leader  in  the  pharmaceutical  and  medical  device  industries,  which 
are  among  the  most  promising  sectors  of  this  Nation's  economy. 

Central  to  this  success  is  the  Bayh-Dole  Act,  which  governs 
the  transfer  of  technology  from  NIH-funded  research  institutions  to 
industry.  Through  this  Act,  the  Congress  has:  encouraged 
collaboration  between  commercial  concerns  and  nonprofit 
organizations,  such  as  universities;  promoted  the  patenting  and 
licensing  of  inventions  developed  with  Government  funding;  and, 
given  preference  in  such  activities  to  small  business  firms  and 
those  who  manufacture  in  the  United  States.  In  the  interests  of 
expediting  technology  transfer  and  minimizing  the  costs  of 
administering  policies  in  this  area,  the  Bayh-Dole  Act  also  removed 
the  NIH  —  and  all  funding  agencies  —  as  middlemen  in  the  process. 
Rather  than  reviewing  up-front  the  technology  transfer  capabilities 
of  NIH  grantees  and  establishing  institutional  patent  agreements 
that  permitted  institutions  to  retain  rights  to  their  inventions, 
under  Bayh-Dole  institutions  are  automatically  granted  first  rights 
to  inventions  without  prior  agency  approval.  Under  Bayh-Dole,  NIH 
now  has  more  limited  authorities.  The  Act  does  allow  agencies  to 
intervene,  after  the  fact,  so  to  speak,  under  certain  conditions, 
with  so-called  "march-in  rights."  These  "march-in  rights"  may  be 
exercised: 

(1)  if  a  specific  invention  is  not  being  developed  effectively 

to  the  point  of  practical  application; 

(2)  to  alleviate  health  or  safety  needs; 
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(3)  to  meet  requirements  for  public  use  specified  by  federal 

regulations;  and, 

(4)  if  a  product  is  not  being  substantially  manufactured  in 

the  U.S.,  but  will  be  sold  in  this  country. 
To  my  knowledge,  no  federal  agency  has  ever  exercised  these  "march- 
in  rights." 

The  Bayh-Dole  Act  effectively  governs  the  bulk  of  NIH  research 
as  it  is  converted  to  practical  application  by  universities  and 
nonprofit  institutions.  More  than  70  percent  of  NIH's  $10  billion 
budget  supports  research  and  research  training  in  such  extramural 
institutions  throughout  the  Nation.  Our  agency's  competitive  grant 
and  contract  system  encompasses  over  28,000  research  grants  and 
about  1,400  contracts  involving  some  1,700  universities,  medical 
centers  and  research  institutions. 

The  history  of  patent  activity  subsequent  to  the  passage  of 
the  Bayh-Dole  Act  reflects  its  success.  For  example,  in  the  10 
years  prior  to  passage  of  the  Bayh-Dole  Act  in  1980,  there  were  890 
patent  applications  filed  based  on  inventions  developed  with  NIH 
support.  During  the  subsequent  10  years,  however,  some  2,617 
patent  applications  were  filed,  representing  a  nearly  300  percent 
increase.  These  statistics  and  related  studies  have  shown  that 
since  the  passage  of  the  Act,  patenting  and  licensing  are  being 
pursued  more  aggressively.  Over  the  past  12  years,  we  have  not 
only  seen  an  explosion  in  the  licensing  of  inventions  based  on  NIH 
sponsored  research,  but  also  we  have  seen  much  of  this  research 
lead  to  the  creation  of  small  businesses.  Most  importantly,  the 
development  of  many  new,  important  drugs  and  devices  by  both  large 
and  small  enterprises  has  been  facilitated. 

Since  enactment  of  Bayh-Dole,  the  climate  for  biomedical 
research  and  technology  transfer  has  changed.  Increases  in  NIH's 
appropriations  have  not  kept  pace  with  the  rapidly-expanding 
research  opportunities,  causing  research  institutions  to  look 
elsewhere  for  support.  At  the  same  time,  funding  from  industry  for 
research  has  increased  at  a  faster  rate  than  federal  support. 
Science  has  become  increasingly  international,  and  partnerships 
between  U.S.  universities  and  foreign  entities  and  also  small  U.S. 
biotechnology  companies  and  large  foreign  companies  have  increased. 
As  the  time  between  discovery  and  the  practical  application  of 
discoveries  has  contracted,  academic  and  industrial  partnership  has 
been  further  stimulated.  The  increasing  success  and  importance  of 
the  biotechnology  industries  has  drawn  attention  to  the 
international  competitiveness  of  this  industry  and  to  the  issue  of 
foreign  access  to  U.S.  discoveries  and  inventions. 

For  these  and  other  reasons,  the  return  on  the  public 
investment  in  research  and  development  is  being  scrutinized  more 
closely.  Are  jobs,  new  products,  royalties  or  lower  prices  the 
appropriate  measures  of  that  return?  To  this  question,  Bayh-Dole 
provides  only  limited  guidance  and  flexibility  to  act.   Notably, 
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Bayh-Dole  requires  an  "exceptional  circunstances"  determination  to 
be  made  when  an  agency  finds  that  restriction  or  elimination  of  a 
grantee's  right  to  retain  title  to  any  subject  invention  will 
better  promote  the  policy  and  objectives  of  the  Act. 

Joint  ventures  between  nonprofit  research  institutions  and 
industry  have  proliferated,  and  become  more  complex.  The  just- 
released  study  by  the  Congressional  Office  of  Technology  Assessment 
(OTA)  entitled  "Pharmaceutical  R&D:  Costs,  Risks  and  Rewards"  has 
identified  25  large-scale,  multi-year  pharmaceutical  RSD 
arrangements  between  industry  and  academia.  Since  1981,  three  of 
these  involved  foreign  academic  institutions  and  U.S.  companies; 
six  involved  U.S.  universities  and  foreign  companies.  The  majority 
of  the  arrangements,  however,  were  between  U.S.  academic 
institutions  and  U.S.  industry.  According  to  the  OTA,  relatively 
little  is  known  about  these  arrangements. 

The  Scripps-Sandoz  agreement  appears  to  be  one  of  these  large- 
scale  arrangements,  but,  unlike  others,  is  said  to  encompass 
virtually  all  the  research  output  of  the  Scripps  Institute.  The 
funds  provided  by  Sandoz  underwrite  part  of  scientists'  salaries 
and  their  research  efforts  and  give  some  degree  of  economic 
security  to  Scripps.  In  exchange,  the  agreement  reportedly  gives 
Sandoz  the  right  of  first  refusal  to  any  future  inventions.  These 
global  first  refusal  rights  may  seem  to  conflict  with  some  of  the 
policy  behind  Bayh-Dole,  such  as  the  preference  for  collaboration 
with  small  business  and  the  promotion  of  free  competition  and 
enterprise.  However,  the  grant  of  these  global  rights  may  not 
conflict  with  the  U.S.  Department  of  Commerce  regulations 
implementing  Bayh-Dole  [37  CFR  §  401.1(a)]  provides  for: 

"...the  right  of  research  organizations  to  accept 
supplemental  funding  from  other  sources  for  the  purpose 
of  expediting  or  more  comprehensively  accomplishing  the 
research  objectives  of  the  government  sponsored  project." 

Similarly,   [37  CFR  §  401.7]   states  that  the  small-business 

preference: 

"...is  not  intended,  for  example,  to  prevent  nonprofit 
organizations  from  providing  larger  firms  with  a  right  of 
first  refusal  or  other  options  in  inventions  that  relate 
to  research  being  supported  under  long-term  or  other 
arrangements  with  larger  companies." 

Thus,   the   Scripps-Sandoz   agreement   illustrates   a   potential 

contradiction  between  what  some  view  as  the  policy  underlying  the 

Bayh-Dole  Act  and  regulation. 

The  Bayh-Dole  Act  articulates  multiple  policies  and  objectives 
which  may  prove  difficult  to  reconcile.  For  example,  an  action  by 
a  nonprofit  organization,  while  clearly  advancing  one  objective  of 
the  Act,  such  as  promoting  collaborations  between  commercial  and 
nonprofit  organizations,  might  not  advance — and  may,  in  fact. 
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appear  to  undermine — another  objective  of  the  Act,  like  promoting 
free  competition  and  enterprise.  Needless  to  say,  application  of 
the  objectives  of  the  Bayh-Dole  Act  requires  a  balancing  of 
statutory  objectives  in  the  overall  best  interests  of  the  American 
public.  That  is  the  challenge  for  NIH  and  other  agencies  that 
support  research.  It  would  be  foolhardy  and  irresponsible  for 
Federal  agencies  to  champion  open  competition  at  the  expense  of 
denying  the  institutions  it  supports  an  opportunity  to  seek 
additional  research  funding.  To  restrain  collaborations  between 
Federal  grantees  and  industry  simply  because  the  competitive 
advantage  of  a  given  collaboration  may  not  be  readily  apparent, 
while  simultaneously  undermining  the  best  opportunities  to  rapidly 
commercialize  inventions,  would  also  be  unwise.  In  short,  we  must 
achieve  a  balance,  remembering  that  the  general  intent  of  the 
legislation  is  to  promote  product  development — not  commercial 
monitoring. 

Under  current  Federal  statutes  and  regulations,  grantees  and 
contractors  are,  except  in  limited  circumstances,  given  broad 
discretion  to  elect  title  to  and  license  inventions  made  under 
Federal  grants  and  contracts.  Within  this  broad  authority,  the 
Scripps-Sandoz  case  raises  a  number  of  policy  questions.  In  order 
to  address  this  matter  in  a  judicious,  thorough,  and  fair  manner, 
NIH  has  done  or  will  recommend  the  following: 

1)  We  have  asked  Scripps  for  a  copy  of  the  research  support 
contract  which  sets  forth  the  specifics  of  its  agreement  with 
Sandoz  and  any  other  similar  agreements  with  industry.  We 
have  asked  more  than  100  grantee  institutions  for  copies  of 
commercialization  agreements  relating  to  NIH  funding  in  which 
institutions  grant  to  industry  exclusive  rights  or  options  to 
such  rights.  In  particular,  institutions  have  been  asked  to 
describe  fully  the  financial  arrangements  with  companies,  what 
interest  in  research  results  or  products  the  companies  will 
receive,  and  how  the  agreements  will  affect  the  conduct  of 
research  and  the  dissemination  of  research  results. 

2)  The  Office  of  the  NIH  Legal  Advisor  will  review  these 
commercialization  agreements  in  the  context  of  the  Bayh-Dole 
Act  and  other  applicable  statutes. 

3)  If  our  review  raises  issues  with  regard  to  our 
responsibilities  under  the  Bayh-Dole  Act  or  other  applicable 
statutes,  NIH  will  determine  the  appropriate  steps  to  be  taken 
on  a  casc-by-case  basis. 

4)  To  deal  with  the  broader  policy  issues,  NIH  has  organized 
an  internal  "Task  Force  on  the  Commercialization  of 
Intellectual  Property  Rights  from  NIH-Supported  Extramural 
Research."  This  task  force  will  identify  issues  presented  by 
these  agreements,  seek  public  opinion,  and  make 
recommendations  to  the  NIH  Director. 
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As  we  proceed  with  these  actions,  we  are  ever  mindful  that  the 
policy  debate  which  relates  to  the  Bayh-Oole  Act  and  technology 
transfer  touches  all  Federal  agencies.  We  will  work  with  others  at 
HHS  and  perhaps  other  agencies  to  assess  the  complex  and  emerging 
national  and  international  policy  issues  that  we  now  face  in  large 
part  because  the  Bayh-Dole  has  been  so  successful  in  fostering 
academic-industrial  partnership — and  also  because  Federal  research 
dollars  cannot  fully  exploit  the  available  opportunities  in 
biomedical  research. 

In  conclusion,  Mr.  Chairman,  as  we  find  ways  to  address 
concerns  raised  by  the  evolution  of  cooperative  research 
arrangements,  this  consideration  must  remain  paramount:  NIH  must 
continue  to  seek  the  rapid  development  of  discoveries  into  useful 
products  in  order  to  fulfill  our  mission  to  save  and  improve  the 
lives  of  the  American  people.  If  the  fruits  of  our  research  do  not 
reach  the  public  we  serve,  we  have  failed  in  our  mission. 
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Mr.  Chairman,  wa  ara  here  today  at  your  request  Co  offer  background 
Cesdmony  on  the  interactions  between  academic  and  non-profit  research 
institutions  and  Industries  in  the  conduct  oi   biomedical  research.   As  you 
know,  OTA  recently  completed  a  study  of  pharraaceutlcal  R&D  (11).   Although  OTA 
did  not  analyze  the  policy  implications  of  the  sizable  Federal  support  for 
academic -based  biomedical  research,  we  did  document  the  available  data  on  the 
respective  roles  of  the  governmenc  and  industry  as  funding  sources.   Ue  are 
here  today  to  provide  you  with  a  brief  summary  of  that  information. 

Collaborative  arrangements  between  academic  researchers  and 
pharmaceutical  firms  represent  an  implicit  transfer  of  federally  supported 
research  and  knowledge  to  the  private  sector.   As  opportunities  to 
commercialize  research  findings  in  the  life  sciences  have  grown,  so  too  has 
interest  in  commercial  relationships  designed  to  make  use  of  these  results  in 
the  marketplace  (9) . 

The  Historical  Context  for  Collaboration  Between 
Universities  and  the  Pharmaceutical  Industry 
The  pharmaceutical  Industry  has  a  long  tradition  of  cooperation  with 
academia  (7)  .  When  World  War  I  eliminated  the  supply  of  pharmaceuticals  from 
Germany,  American  drug  companies  realized  the  need  to  develop  their  own 
products.  They  established  ties  with  universities  in  order  to  recruit 
scientific  manpower  and  to  capitalize  on  academic  research  with  pharmaceutical 
potential. 
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Academics  were  rectptlv*  to  such  cooperaclon  (7).   During  the  postwar 
period,  U.S.  phamaceutical  firms  established  multifncetad  strategies  for 
cooperation  with  universities.  They  built  ties  with  academic  scientists  by 
attending  scientific  meetings  in  force,  visiting  acadenic  laboratories  on  a  . 
regular  basis,  sponsoring  lectures  by  academic  scientists  at  company 
facilities,  sponsoring  awards  through  academic  societies,  and  developing  lists 
of  leading  scientists  within  relevant  fields  to  receive  regular  written 
updates  on  advances  occurring  within  Industrial  laboratories.   They  also  began 
to  sponsor  fellowships  and  trainees  In  universities.   Between  1925  and  1930. 
for  example,  Squibb  spent  a  seventh  of  its  research  budget  on  such  fellowships 
(7). 

Collaboration  between  academia  and  the  pharmaceutical  Industry  on  feaalc 
research  diminished  steadily  between  1940  and  the  1970s  as  alternative  sources 
of  support  for  university  research  (mainly  the  government)  Increased  and  as 
the  growth  In  industrial  research  laboratories  reduced  firms'  reliance  on 
academia  (7).   Yet.  the  amount  of  clinical  research  sponsored  by  the  industry 
and  conducted  by  academia  grew  significantly  over  this  period,  particularly 
after  the  1962  amendments  to  the  Food,  Drug  and  Cosmetic  Act  (21  U.S.C.  301  ot 
seq.)  required  drug  sponsors  to  establish  effectiveness  as  well  as  safety  of 
new  products . 

Clinical  research  requires  collaboration  with  academic  medical  centers 
that  have  the  physician- researchers,  the  patients,  and  the  Infrastructure  to 
test  new  drugs.  Hence,  even  as  university- Industry  relationships  revolving 
around  laboratory  research  diminished  In  the  1950«  to  1970s,  pharmaceutical 
firms  maintained  formal  and  Informal  clinical  relationships  with  academia. 
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Beginning  In  Che  laCe  1970s,  the  number  of  collaboraclons  with 
universities  during  the  discovery  phase  of  research  began  CO  expand  once  taore. 
Most  observers  have  tied  this  trend  to  the  development  of  biotechnology 
techniques  In  university  laboratories  (5,7,9).   Large  phamiaceutlcal  firms 
turned  to  acadeinla  to  learn  these  techniques.   In  many  instances,  the 
principal  founders  of  new  biotechnology  companies  came  from  acadeola  and 
attempted  to  keep  their  university  affiliations.   In  the  1980s  academic 
scientists  and  venture  capitalists,  recogni2ing  the  value  of  these  advances  in 
the  life  sciences,  sought  to  commercialize  university  research  through  startup 
firms  that  also  maintained  close  relationships  with  academic  laboratories  (S). 

Recent  Collaboration 

Today's  collaborations  take  place  against  a  backdrop  of  pervasive 
government  funding  for  biomedical  research  In  acadeola.  Of  the  $7.7  billion 
In  health  R&D  funded  by  the  National  Institutes  of  Health  (NIH)  In  1991,  over 
three-quarters  goes  for  research  performed  in  higher  education  and  other 
nonprofit  research  institutions  (see  figure  1). 

Even  within  the  individual  academic  research  laboratory,  financial 
support  from  industry  piggybacks  on  the  more  extensive  government  support.   As 
figure  2  Indicates,  In  1984  less  than  one-quarter  of  principal  Investigators 
in  the  life  sciences  who  used  blotechnologlcal  techniques^  at  40  of  the  SO 
most  research- intensive  universities  received  any  support  from  industry  (2). 
In  addition,  the  vast  majority  of  those  faculty  who  received  any  research 


1.  The  data  also  indicate  that  the  vast  majority  of  life  scientists  responding 
to  the  survey  (81  percent)  used  blotechnologlcal  techniques. 
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Figure  2-Proportion  of  Faculty  Receiving  t  Given  Percent 
or  More  of  Research  Bu<lgets  From  Industry,  1984 
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support  £roa  industry  sclll  got  aost  of  their  research  support  froa  governmenc 
and  the  nonprofit  sector;  only  10  percent  of  principal  investigators  received 
nore  than  2S  percent  of  their  research  support  froa  industry.   In  comparison, 
faculty  members  in  chemistry  and  engineering  received  industrial  funds  almost 
twice  as  frequently. 

These  data  nay  not  reflect  current  industrial  funding  levels,  because 
biotechnology  research  has  been  growing  rapidly.  Unfortunately,  there  Is  no 
centralized  source  of  data  to  track  the  total  amount  of  pharmaceutical  and 
health- related  R&O  that  industry  funds  in  universities  and  nonprofit  research 
institutions.   Our  understanding  of  the  extent  of  such  support  comes  from 
anecdotes,  partial  lists  of  large-scale  arrangements  compiled  by  various 
researchers,  and  some  systematic  research  on  industry  support  of  biotechnology 
research  done  in  the  mid-1980s'. 

There  are  at  least  four  kinds  of  collaboration  between  acadeala  and  the 
pharmaceutical  industry.   The  two  most  common  are  project-specific  research 
support  and  consulting  arrangements  with  pharmaceutical  firms.   Two  less 
common  forms  of  collaboration--  (1)  large-scale,  multiyear  investments  in 
academic  research  centers  by  private  companies,  and  (2)  ownership  or  control 
of  industrial  firms  by  a  university  or  its  faculty- -have  received  much  more 
popular  attention  in  recent  years,  perhaps  because  of  their  novelty  in  the 
life  sciences  and  their  potential  impact  on  traditional  academic  values  and 
norms  of  behavior  (S). 


2.  The  researchers  at  Harvard  and  the  University  of  Minnesota  who  did  this 
research  in  the  mid-1980s  are  currently  gathering  data  with  which  to  make  new 
estimates  of  the  current  extent  of  industrial  funding  of  biotechnology  and  its 
consequences . 
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Although  no  overall  estimate  exists  of  Industrial  support  for  Individual 
pharmaceutical  or  health-relacad  research  proleccs.  one  group  of  researchers 
did  make  estimates  for  the  Subset  of  that  research  involving  biotechnology 
techniques.   Their  work  indicates  that  In  the  old- 1980s,  Industry  funding  of 
these  Individual  research  projects  in  academla  totaled  between  $85  and  $135 
million  in  1984,  or  between  8  and  24  percent  of  all  funds  available  for 
biotechnology  research  in  academia  (3).'  They  also  found  that  spending  per 
project  was  less  than  the  average  size  of  NIH  grants,  and  that  these  projects 
were  typically  of  a  shorter  duration,  suggesting  that  industrially  supported 
research  may  be  more  focused  and  applied  in  nature  than  that  funded  by 
government  (3,12). 

Life  science  faculty  at  major  research-Intensive  universities  also 
receive  support  through  consulting  arrangements  with  private  firms.   According 
to  the  same  researchers,  about  40  percent  of  such  faculty  had  consulted  with 
industry  for  money  at  least  once  over  the  3-year  period  ending  in  1984  (2). 

Large-scale  collaborations  between  pharmaceutical  companies  and  academla 
are  largely  a  phenomenon  of  biology  and  pharmacology  (13).   Although  these 
agreements  may  represent  extensive  support  and  collaborative  opportunities  for 
the  faculty  involved,  they  are  relatively  infrequent.  However,  because  no 
good  estimate  exists  of  the  total  amount  of  industry  support  of  pharmaceutical 
and  health-related  R&D,  these  arrangements  could  constitute  the  bulk  of  all 
industry  money  flowing  into  the  university  and  nonprofit  research  sectors.  A 


3.  Because  biotechnology  has  applications  beyond  biology  and  medicine,  some  of 
this  estimated  industrial  support  of  academic  research  went  for  work  In  fields 
such  as  agriculture. 
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list  compiled  by  Webster  and  ECzkowitz  of  most  such  relacionships  with  the 
pharmaceutical  Industry  through  1990  is  shown  in  Table  1.   In  some  cases,  the 
industrial  partner  may  create  an  entire  physical  structure  in  which 
industrially-Supported  work  takes  place;  in  others  the  company  may  support 
research  In  an  existing  academic  facility. 

Among  other  potential  benefits  to  the  Industrial  partner,  some 
collaborations  allow  the  placement  of  company  scientists  in  university 
laboratories.  Table  I  also  shows  that  the  industrial  commitment  In  these 
relationships  Is  often  for  a   longer  period  than  Is  industrial  project-specific 
support.   Though  some  systematic  research  about  the  structure,  workings,  and 
scientific  or  commercial  outcomes  of  these  large  collaborations  Is  currently 
underway,  little  is  known  about  them  today  (5,14). 

Private  Industrial  ventures  begun  by  universities  or  their  faculty  have 
created  controversy  about  the  appropriate  Units  of  conaerclal  activities  on 
campus.   Such  startup  ventures  cone  In  two  main  varieties:  1)  connercial 
ventures  established  directly  by  the  university  to  commercialize  academic 
research  and  to  benefit  the  school  financially;  and  2)  firms  founded  by 
individual  faculty  aenbera  to  commercialize  their  own  research,  usually  for 
the  financial  benefit  of  the  founders  and  other  stockholder* . 

One  of  the  earliest  universities  to  try  to  capture  the  coomercial 
benefits  of  its  faculty's  research  is  the  University  of  Wisconsin,  whose 
Wisconsin  Aluanl  Research  Foundation  (UARF)  dates  from  the  1920s.  Ml  faculty 
at  the  University  of  Wisconsin  are  required  to  assign  the  rights  to  patents 
arising  froa  their  work  to  the  independent  WARF,  which  then  attempts  to 
license  the  technology.   Proceeds  are  shared  by  the  university  and  the 
invantlng  faculty  member.   The  vast  majority  of  all  its  income  is  attributable 
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to  a  slngl*  early  patent  of  inpoctance  to  Che  dairy  industry,  which  suggests 
chat  such  enterprises  may  be  unable  to  generate  much  patent  income  for  Che 
university  (1). 

Deaplce  che  mixed  success  of  Che  VARF  example,  during  the  1980s  a  number 
of  other  research- Intensive  universities  created  similar  Inscltucions  to 
eoMmerciallze  campus  research  (S>.   An  important  feature  of  almost  all  these 
enterprises  is  chat  they  are  organizationally  Independent  of  the  universities 
that  own  them.   The  separation  is  intended  to  prevent  commercial 
considerations  fron  perverting  the  traditional  academic  values  of  the 
university. 

Critics  of  these  arrangements  have  questioned  whether  true 
organizational  separation  is  possible  given  the  frequent  involveoient  of 
individuals  with  Strong  ties  to  the  parent  university  in  the  decisions  of  che 
commercial  enterprise  (1,5).   Indeed,  Harvard  University  soundly  rejected  a 
1980  proposal  to  establish  a  fins  to  commercialize  research  because  it  was 
considered  incompatible  with  the  university's  central  missions  of  learning  and 
the  pursuit  of  knowledge  (A).  By  1988,  the  attitude  had  changed;  che 
university  reversed  itself  by  establishing  Medical  Science  Partners  (MSP),  an 
enterprise  designed  to  commercialize  biomedical  research  findings  In  a  manner 
similar  to  VARF.   In  doing  so,  the  university  faced  little  of  the  faculty 
criticism  or  media  attention  that  accompanied  the  1980  proposal  (IS).  To 
date,  no  evidence  Is  available  on  whether  these  enterprises  have  in  fact 
stimulated  commercialization  of  research  findings  or  whether  the  earlier  fears 
of  the  critics  were  Justified. 

In  the  1980s,  many  faculty  in  the  life  sciences  founded  coapanies  with 
products  or  services  based  on  their  own  research  (9,10).  Some  early  products 
based  on  biotechnology  (such  as  diagnostic  tests  using  monoclonal  antibody 
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technology)  had  a  ralatively  fast  R&D  period,  thus  generating  early  revenues 
and  increasing  interest  in  such  enterprises  among  other  faculty  and  the 
Investment  community  (8) . 

Faculty -founded  companies  led  universities  Co  question  how  deeply 
involved  in  the  commercial  enterprise  a  faculty  member  should  becoraa  while 
maintaining  his  or  her  university  affiliations  (5.7.13).   In  recent  years, 
some  universities  have  banned  faculty  equity  holding  in  firms  that  support  the 
faculty  members'  own   research,  while  others  have  relied  on  faculty  disclosure 
of  such  financial  interests  and  a  case-by-case  consideration  of  their 
appropriateness  (3,6). 

Although  individual  cases  have  been  controversial,  the  scanty  evidence 
that  exists  suggests  the  phenomenon  of  facility  equity-holding  In  commercial 
enterprises  is  actually  very  infrequent.   In  1985  only  8  percent  of  faculty 
involved  in  biotechnology  at  universities  reported  holding  equity  in  a  firm 
whose  products  or  services  were  based  on  their  research  (2).   In  addition, 
only  0.5  percent  held  equity  In  firms  from  whom  they  also  received  support  for 
their  university  research.  Although  responding  faculty  may  have  underreported 
these  activities,  the  8  percent  no  doubt  includes  equity  ownership  in 
nonstartup  firms. 

The  Federal  Role  In  University. Industry  Relationships 
The  current  prevalence  of  these  arrangements  is  partly  due  to  the 
scientific  opportunities  to  commercialize  academic  research  created  by 
biotechnology  (9,10)  and,  perhaps  more  importantly,  to  the  1980  enactment  of 
the  Bayh-Dolo  Patent  and  Trademark  Act  of  1980  (Public  Law  96-517).  This  law 
gave  universities,  nonprofit  organizations,  and  small  businesses  the  rights  to 
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inventions  resulting  from  research  supported  with  Federal  grants.   It  also 
required  these  institutions  to  share  any  royalty  income  from  patents  with  the 
Individuals  responsible  for  the  Invention.*  Thus,  under  this  current  law.  the 
Federal  government  essentially  lacks  any  legal  authority  to  control  how 
universities  and  nonprofit  research  institutions  decide  to  award  rights  to 
research  results  produced  on  their  campuses. 
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Introduction 

Mr.  GiftirmdB  and  memberB  of  the  Subcommittee.  I  am  fieuvA  tn  Appear  today  to 
(USCUSS  die  consequences  of  mure  Uitui  a  Ucvwlc  uf  OL<n5ii:.jsloHal  uid  EHwvuiis<*  Bronoh 
efforts  to  Blienate  taxpayers  from  ownership  or  control  of  publicly  funded  research  and 
development  As  you  know,  this  Is  a  topic  that  has  long  been  neglected  by  the  Congress 
especially  during  the  Reagan  giveaway  yean.  More  recently,  it  has  been  the  subject  of 
numerous  investigations  by  our  Taxpayer  Assets  Project  focusing  on  the  management  of 
federal  information  resources  and  federally  funded  pharmaceutical  inventions.  Today  this 
lubcommlttee  is  focusing  on  arrangements  which  illustrate  the  arrogance  of  those  who  control 
billions  of  dollars  in  commercially  valuable  research  and  development  paid  for  by  taxpayers. 

The  Bayh-Dole  Act,  passed  in  1980,  was  a  watershed  disaster  which  signaled  a  rapid 
decline  in  public  accountability  over  the  management  of  vast  resources  created  with  public 
funds.  (See  Appendix  for  further  information  on  the  Bayh-Dole  Act  and  other  laws  relating  to 
the  commercialization  of  federally  funded  medical  technology.) 

This  Act,  which  gave  certain  profit  and  non-profit  organizadons  title  to  patents  and 
other  intellectual  property  rights  on  federally  funded  research,  was  followed  by  dozens  of 
Congressional  and  Presidendal  actions  which  have  further  eroded  the  public's  ownership  or 
control  over  important  technology  and  information  resources  and  increased  the  private 
monopoly  power  of  companies  who  sell  these  resources  back  to  the  citizens  who  paid  fat 
them  in  the  first  place.  The  1985  amcndmenu  which  eliminated  the  "needa"  test  for  federal 
Orphan  Drug  Act  exclusive  marketing  privileges  on  drugs,  the  increasing  emphasis  on  the 
exclusive  licensing  of  federal  research,  the  widely  expanding  use  of  Cooperative  Research  and 
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Development  AfrMmenu  (ORADAs)  to  allocate  exclusive  piopeity  righti  to  federal  research 
before  discoveries  an  in  hand,  the  changes  in  the  Federal  Acquisition  Regulations  (FAR) 
which  give  corporations  exclusive  conuneicial  righu  to  vast  federal  information  resources 
developed  entirely  with  federal  funds,  and  the  increasing  secrecy  relating  to  public  records 
which  contidn  infonnation  about  corporate  activities  are  among  the  many  actions  which  have 
reduced  the  power  of  the  American  people  to  demand  accountability  from  the  public  oflicials 
who  spend  our  money  and  the  organizations  which  acquire  windfalls  from  these  public 
expenditures. 

The  key  ftatuies  of  these  actions  are  that  Aey  transfer  ownership  of  public  property  to 
private  interests  free  of  charge  or  at  bargain  basement  prices,  they  produce  or  increase 
monopoly  power  and  they  shelter  these  actions  from  public  review  through  secrecy. 

The  Scilppt  Agreenicnti 

In  1980  Congress  passed  the  Bayh-Dole  Act.  giving  non-profit  institutions  and  small 
businesses  broad  intellectual  property  rights,  including  paienu,  from  laxpayer-suppcned 
reieaxch  and  development  Tlie  Scri^M  Research  Insdtutioo  (Scrippt),  located  in  U  JoUa. 
CaUfomia.  has  subsequently  entered  into  a  number  <a  partnerships  with  large  drug  companies 
and  small  biotechnology  fiimi.  We  are  studying  three  of  these  agreements,  and  each  case 
hifhUghta  impoittnt  puUk  poUcy  coocema. 


The  Jbbmga  mi  Johmoa  Afrttmcnts 

Beginning  in  19S1,  Soipps  entered  into  a  scries  of  agreemenu  with  Jdmson  and 
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Johnson  (J&J),  giving  this  fiim  the  first  right  of  refusal  to  obtain  exclusive  marketing  of 
Scripps's  research,  Including  hundreds  of  millions  of  dollars  of  research  funded  by  the 
National  Insdtutei  of  Health  (NIH).  J&J  paid  a  reported  $100  million  for  this  privilege, 
which,  according  to  J&J  ofGcials.  will  extend  through  1996.' 

While  in  many  respects  the  Scripps/J&J  agreement  is  not  unlike  many 
corporateAmiversity  agreements  that  exist  today  to  commercialize  federally  funded  research 
products,  it  bcar^  discussion.  First,  while  we  arc  unable  to  obtain  copies  of  any  of  the 
Scrippg/J&J  agreements,  it  is  quite  likely  that,  like  most  similar  arrangements,  there  are  no 
Tfstrictionj  on  the  pricing  of  new  govcmment.funded  pharmaceutical  inventions,  other  than 
what  the  market  will  bear.  Of  course,  under  the  Bayh-Dole  Act,  these  institutions  do  not 
have  a  legal  obligation  to  ensure  that  the  public  Investment  is  protected. 

As  described  by  historian  David  Noble  in  an  1984  article  in  the  Nadonal  Education 
Association  (NEA)  Journal  Thought  and  Action,  private  corporations  use  such  agreements  to 
"gain  privileged  access  to  and  considerable  leverage  over  finite  public  resources  .  . . 
teeializing  the  risks  tt\d  Cusb  (but  nul  llic  bciicfllsi)  uf  pHvaic  cnicrpriiic.'^    Nublc's  use  uf 
the  word  "leverage"  is  particularly  apt  in  the  case  of  the  Scripps/J&J  agreements,  since  the 
private  pharmaceutical  company's  $100  million  payment  over  15  years  gives  the  company 
exclusive  rights  to  commercialize  the  fruits  of  as  much  as  $100  million  per  year  in  Scripps 
research  funded  by  the  federal  government.  In  a  March  1982  talk  at  the  Massachusetu 


'Among  the  producu  that  J&J  obtained  from  Scripps  are  Leusutin  (2CDA),  a  treatment 
for  Hairy  Cell  Leukemia,  and  factor  8,  a  clotting  agent  for  hemophiliacs. 

'David  Noble,  "Science  for  Sale,"  Thought  and  Action:  The  NEA  Higher  Education 
Journal,  1. 1984,  pages  25-39. 
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Tnnritiuc  of  Techr/)lo(D'-(Mrr).  Albwt  Gort.Jr.  then  a  member  of  the  Hbute-5f 
Rtpnstntativig,  dlsoufified  how  Ruoh  ngroftmnnts  nllnw  nnfpnmfJons  tn  hnnnfit  fmm  ynnrs  nf 
taxpayer  supponcd  itieareh  and  "»kim  the  cream  on  tne  top,"  eiumng  uie  aisuncuoni 
between  "propriety  and  proprietary  Interest*."' 

One  reoult  Is  that  coiporotlons  obtain  mftnopaly  rights  to  teehnolegJcg  that  were 
Invejitcd  through  public  expenditure*,  forcing  contumws  to  "pay  twice,"  once  for  th» 
development  of  technology  as  taxpaycn  and  a  second  time  as  consumers/  I  should  add  that 
when  paying  th?  "jcwnd"  time,  consumers  face  prices  charged  by  mnnnpnlics. 

A  further  issue  involves  the  burgeoning  problem  of  conflicts  of  interest  between  the 
managers  of  federal  research  and  the  coiporationj  who  seek  monopoly  control  of  that 
technology. 

In  the  case  of  the  J&J  agreements,  the  conflict  of  interest  issue  concerns  a  reported 
personal  9(?ns«Iting  agreement  between  Dr.  Richard  lAniM,  the.  prf.sJdp.nt  of  Scripps.  and  JAJ, 
the  firm  that  owns  the  first  right  of  refusal  to  Scripps  research.  This  agreement  was  disclosed 
by  Craig  Rose,  a  reporter  for  the  San  Diego  Unlon-THbune,  in  an  article  published  oii  Match 


*As  reported  by  Noble. 

^e  paying  twice  issue  has  been  raised  often  in  regard  to  such  agreements.  In  a  March 
4,  1983  letter  to  Science  referring  to  a  contract  between  Hoffmann-LaRoche  Corporation  and 
the  Univenity  of  California  over  the  development  of  interferon.  Reekefeller  University 
biologist  Philip  Siekevitz  raised  this  issue,  and  said: 

The  initial  research  was  paid  for  by  taxpayers,  through  the  National  Institutes 
of  Health  .  . .  The  question  then  is,  Who  gets  the  financial  reward  if  the  protein 
proves  to  be  of  commercial  value?  As  it  now  stands  resolved  both  the 
University  of  California  and  Hoffmann-LaRoche  will  get  something;  but  what 
about  the  taxpayers? 
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5, 1993.  which  describes  the  work  of  this  subcommittee's  Investigations,  including  a  specific 

request  for  personal  contracts  between  key  Scrlpps  officials  and  companies  such  as  J&J  and 

Sandoz  which  have  contracts  with  the  Scripps  lustitute.*  As  reported  by  Rose.  Scripps  Senior 

Vice  President  WUliam  Beers  said: 

Richard  [Lemer]  has  a  consulting  contract  with  J&J  . . .  He 
cnnsttltii  for  thp.m  nnd  rs\n  he  aslred  for  advice  on  parriciilor 
problems  they  are  having.  He  might  consult  for  J&J  on 
technology  that  Scripps  has  licensed  to  the  company. 

Beers  is  also  quoted  as  saying  that  Scripps  is  aware  of  other  consulting  agreements  with 

Scripps  researchers,  and  that  these  agreements  are  "nothing  unique"  to  Scripps.  The 

Subcommittee's  work  in  bringing  these  and  similar  agreements  to  light  is  commendable  and 

necessary.  Why  does  J&J  need  to  have  a  personal  consulting  agreement  with  Dr.  Lemer,  the 

president  of  Scripps.  when  it  already  owns  the  rights  to  Scripps  research?  What  is  Dr.  Lemer 

really  compensated  for?  As  you  know,  when  Scripps  discoven  a  phannaccudcal  invention, 

Scripps  then  enters  into  negotiations  with  J&J  over  issues  such  as  Scripps'  royalties  and  profit 

sharing.  By  working  for  two  masters.  Scripps  and  J&J,  Lemer  is  in  a  position  to  personally 

profit  at  die  expense  of  the  non-profit  research  institution  which  he  runs.  If  these  agreemenu 

are.  as  claimed  by  William  Beers,  "noticing  unique,"  there  are  widespread  conflicts  of  interest 

in  the  licensing  of  federally  funded  research,  a  situation  which  demands  aggressive  and 

thorough  investigation  by  tiie  Congress  and  the  ClintonA3ore  Administration. 

Moreover,  Uie  existence  of  the  consulting  contract  between  Dr.  Lemer  and  J&J  was 

was  not  disclosed  by  J&J,  raising  questions  about  tht  strategy  of  the  firm  and  the  propriety  of 


'Craig  D.  Rose,  "Scripps*  dealings  probe  widened,"  The  San  Diego  Union-Tribune,  March 
3,  1993. 
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the  agreement.  On  March  5,  1993,  the  lamc  day  that  the  consulting  agreement  wa»  reported 

in  the  San  Diego  Union-Tribune,  and  dayi  after  your  Subcommittee  had  made  inquiries  about 

such  agreements,  Michael  Ward  of  the  Taxpayer  Assets  Project  asked  J&J  spokesman  Roben 

Kniffeo  the  following  questions,  and  received  the  following  answers: 

Ql.      Does  or  did  J&J  have  any  contracts  with  staff  or  board  members  of  the  Scripps 
Institute? 

Al.      Not  to  my  knowledge,  no. 

Q2.      Could  I  have  a  more  definitive  answer,  could  you  check  this  for  me? 

A2.      We  would  not  consider  that  anybody's  business.  Agreements  we  have  with 
Individuals  are  a  private  matter. 

In  our  experience,  this  arrogance  Is,  to  use  William  Beers'  expression,  "notiiing  unique" 
within  die  industry. 

The  Cytel  Joint  Venturt 

The  disclosure  that  Dr.  Lemer  has  a  personal  consulting  contract  with  J4tJ  was  not  the 
first  time  that  conflicts  of  interest  within  Scripps  have  been  reponed.  In  an  earlier  news 
story.  Craig  Rose  reported  that  Dr.  Lemer  was  a  shareholder  and  board  member  of  Cytel 
Corporation,  a  jcrint  venture  between  Scripps  and  Sequel  Therapeutics,  a  small  biotechnobgy 
firm  in  the  San  Dlcg*  iu«a,  \u  davwiup  vauuines.  The  ftusi  that  Df.  Lemer  has  claimed  te  have 
recused  himself  from  the  negotiations  on  tiie  Cytel  joint  venture  hardly  allays  concerns  about 
dtat  agreement,  since  as  president  of  Scripps,  Dr.  Lemer  will  influence  the  promotions  and 
future  employment  of  the  Scripps  employees  who  do  negotiate. 
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The  Sandoz  Agreement 

The  recently  announced  Scripps/Sandoz  agreement  involves  payments  of  $300  million 
to  Scripps  In  return  for  a  ten-year  first  right  of  refusal  on  the  new  technotogies  developed  at 
Scrippi.  This  agreement,  which  will  begin  in  1997.  will  likely  involve  more  than  $1  billion 
in  NIH-funded  research.  Based  upon  what  little  we  now  know,  we  can  conclude  there  is  little 
about  the  Scripps/Sandoz  agreement  that  is  unusual,  except  that  the  amounts  of  money  ere 
larger  and  that  the  agreement  has  generated  considerable  publicity. 

Much  of  fhft  pnhlirity  hns  focused  on  the  fact  that  Sandoz  is  a  foreign.owned  firm, 
and  that  as  a  consequence  of  the  agreement,  it  will  be  subsidized  by  U.S.  taxpayers.  Whether 
er  not  the  Sandoz  agreement  Is  plai^ucJ  wiili  ilic  vuiiniw;i»  uf  uilctvtl  »ccii  ui  ilic  J&J  w  Cylcl 
agreements  remains  to  be  seen. 

The  high  visibility  of  the  Sandoz  deal  is  an  embarrassment  for  the  biotechnology  and 
pharmaceutical  industry,  since  the  principle  rationale  for  today's  generous  federal  "technology 
transfer"  laws  is  that  they  benefit  U.S.  companies.  However,  it  is  important  to  note  that 
nothing  In  the  current  federal  statutes  prohibits  such  agreements,  and  in  fact,  university 
partnerships  with  foreign-owned  fmns  are  common.  In  the  current  issue  of  Atlantic,  author 
Elliott  Negin  notes  that  a  recent  GAO  study  of  35  major  research  universities  found  that  24 
had  at  least  one  industrial  liaison  with  a  foreign  interest,  while  in  total  499  foreign 
corporations  were  involved.*  MTT,  Stanford  and  the  University  of  California  at  Berkeley 
accounted  for  58  percent  of  the  surveyed  agreements  with  foreign  corporations. 

It  is  important  to  note  that  many  U.S.  corporations  participate  in  research  progranu 


'Elliott  Negin,  "Educstipn;  Why  College  Tuitions  Are  So  High."  Atlantic,  March  1993. 
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witb  foreign  univenldei.  For  example.  Bristol-Myen  Squibb  recently  entered  Into 
agreements  with  Oxford  Unlvenity  (1987.  seven  years,  $32  million)  and  the  University  of 
Luiidun  (1989,  seven  years,  $47  millionj.'  congress  should  gather  Information  about  the 
ways  Omt  these  ftncign  research  institutions  manage  comnicu  with  U.S.  pharmaceutical  firms. 
However,  it  is  also  important  to  note  that  most  European  countries  have  the  authority  to 
coiMivl  pliunnuuvutical  prices,  a  critical  authonty  that  is  lacidng  in  this  country. 

Public  Accountability 

The  Clinton/Gore  Administration  has  announced  large  increases  in  federal  funding  for 
new  "parmership"  agreements  with  industry  in  a  wide  range  of  areas.  The  problems  that  the 
Subcommittee  are  investigating  in  the  area  of  pharmaceutical  research  funded  by  NIH  are 
only  one  element  of  a  larger  picture.  None  of  the  problems  that  will  be  discussed  today  are 
unique  to  the  pharmaceutical  industry.  Conflicts  of  interest,  anticompetitive  practices  and 
deep  taxpayer  subsidies  abound  in  federal  research  effons  targeted  at  agriculmre.  energy, 
information  technologies  and  many  other  areas.  The  lessons  learned  today  should  not  be 
forgotten  in  the  rush  to  finance  these  new  federal  research  projects. 

The  massive  corporate  investments  in  lobbying,  campaign  finance  and  public  relations 
constitute  an  enormous  threat  to  the  public  interest,  but  in  many  cases  they  are  augmented  by 


'As  reported  in  A.J.  Webster  and  H.  Etzkowitz,  Academic-Industiy  Relations:  the  Second 
Academic  Revolution:  A  Framework  Paper  for  a  Proposed  Workshop  on  Academic-Industry 
Relations  (London,  England,  Science  Policy  Suppon  Group,  1991).  Also  reported  in  the  U.S. 
Congress,  Office  of  Technology  Assessment,  Phannaceutical  R&D:  Costs,  Risks  and 
Rewards,  OTA-H-522  (Washington,  DC:  U.S.  Government  Printing  Office,  February,  1993), 
page  208. 
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lobbying  efforts  by  elite  educational  and  research  Institudoni,  that  not  only  seek  to  enrich 

endowmenu  and  taluitt,  but  also  to  onote  oppoitunities  for  windfall  peroonol  enriohments, 

ai  university  presidents  and  trustees,  senior  faculty  and  researchers  and  others  become 

piiblldy  »ub»l<31icd  venture  capJtallgw,  cashing  In  on  ctook  dealt  and  oonsultlnB  agrMmenis. 

It  is  worth  noting  that  among  the  most  effective  proponents  of  the  Bayh-Dole  Act  was  the 

American  Council  on  Education,  and  that  the  current  models  for  privatizing  federal  research 

owe  much  to  the  visions  of  vannevar  Bush,  the  head  of  the  federal  Office  of  Scientiflc 

Research  and  Dcvelopniem  (OSRD)  during  World  War  II,  who  was  a  fomer  Dean  of  M.LT. 

as  well  as  a  director  of  AT&T,  Merck  and  Raytheon. 

The  flaws  of  current  federal  policies  were  plainly  sutcd  in  a  1980  minority  report  on 

the  Bayh-Dole  Act  Congressman  Jack  Brooks  said: 

The  major  problem  I  have  with  H.R.  6933  is  that  it  violates  a  basic  provision 
of  the  unwritten  contract  between  the  citizens  of  this  country  and  their 
government;  namely,  that  what  the  government  acquires  through  the 
expenditure  of  its  citiun's  toxeo,  the  government  owns.  Assigning  automotic 
patent  rights  and  exclusive  llwpii>c»  lo  eumpanlcs  or  urganlzadons  fbr 
inventions  developed  at  government  expense  is  a  pure  giveaway  of  rights  that 
property  belong  to  the  people. 

, ,  .The  Ffcdcral  govemmr.nt  has  the  cqnivalf.nt  of  a  fiduciary  responsibility  to  the 
(axpitycrv  of  iha  country.   Property  ooquiivd  with  public  funds  should  belong  to  the 
public.  Deviations  from  that  fundamental  principle  should  be  allowed  only  where  a 
compelling  jusdfication  can  be  shown  and  where  the  voice  of  the  public  can  be  heard 
in  protest 

These  words  arc  good  advice  for  Congress  today.  The  task  is  to  create  a  statutory  framework 
that  guarantees  that  institutions  managing  federal  research  and  development  funds  justify  the 
^rms  of  the  transfer  of  public  property  rights  upon  a  "compelling  justification  [that]  can  be 
shown,"  in  an  environment  "where  the  voice  of  the  public  can  be  heard  in  protest."  In  order 
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to  do  thif  in  a  meaningful  way.  CongitM  must  end  the  automatic  give  away  of  the  taxpayers 
Intellectual  property  rights,  and  it  must  pierce  the  secrecy  which  surrounds  these  agreements. 

We  Bit  skeptical  that  many  federal  agencies,  including  the  NaUonal  Institutes  of 
Health  CtiW),  are  up  to  the  tasL  The  recent  fiasco  concerning  the  NIH  effons  to  develop  a 
"fair  pricing"  mechanism  of  federally  patent  license  and  CRADA  agreements  Is  a  case  in 
point.  Not  only  did  the  National  Cancer  Institute  (NO),  a  branch  of  NIH.  fail  to  require 
Bristol-Myers  Squibb  to  disclose  any  fmancial  Information  which  were  relevant  to  the 
"falmesi"  of  the  pricing  of  ddl  and  Taxol,  two  government  developed  drugs,  but  it  also 
withheld  vast  amounts  of  infoimation  from  the  public. 

Pot  example,  when  the  Taxpayer  Assets  Project  submitted  a  Reedom  of  Information 
Act  Request  to  the  National  Cancer  Insdmte  (NCI)  for  the  Bristol-Myers  Squibb  CRADA,  the 
request  was  delayed  until  months  after  the  July  1991  hearing  held  by  this  Subcommittee.  The 
CRADA  that  was  disclosed  was  heavily  censoKsd  to  the  point  of  absurdity.  For  example. 
NCI  withheld  the  section  which  stated  that  Taxol  was  being  tested  for  the  treatment  of 
ovarian  cancer,  which  had  already  been  the  subject  of  hundreds  of  newspaper  and  television 
stories,  not  to  mention  Bristol-Myen  Squibb  press  brieflngs.  NG  also  withheld  the  actual 
language  of  the  fair  pricing  clause,  and  told  ilic  Tttxpuyer  Assets  Project  that  the  language 
was  based  upon  iu  Model  CRADA  agreement  In  fact,  the  BMS/Taxol  CRADA  contained  a 
decidedly  abbreviated  fair  pricing  clause  that  omitted  any  right  of  NCI  to  request 
documentation  of  the  fairness  of  the  Taxol  price,  an  omission  later  used  by  NCI  to  justify  iu 
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Ignorance  of  the  profitt  ftom  Taxol' 

NO  offldalg  have  also  shielded  Dr.  Robert  Mttcs  from  answering  questions  about  his 
relationship  witj\  BrfStol-Mycrs  Sa»ihh  in  thr  rlrvdnrmf  nt  of  tho  Tsucol  CPjVDA.   Ao  an 
official  of  NCI,  Dr.  Mttcs  was  responsible  for  reviewing  a  1983  NCI  agreement  with  Bristol- 
Myers,  cnncftming  the.  marketing  of  dsplatin,  a  higkl/  profitable  cancer  drug  de»elOi<cJ  nl 
Michigan  IJtKtl  UlUveioi^  with  fMf.ral  fmid*  Ufuic  lli*  vMKut>e  of  the  luyb  Dole  Aci. 
Michigan  State  University  obtained  federal  permission  to  grant  Bristol-Myers  a  five  year 
exclusive  license  to  market  dsplatin  in  1977.  By  1983  five  firms  asked  the  federal 
government  for  permission  to  market  dsplatin  under  non-exclusive  licenses.  These  firm* 
argued  that  competition  would  benefit  consumers,  and  also  that  they  would  be  willing  to 
finance  new  cancer  research  under  terms  determined  by  NCI. 

NCI  refused  to  allow  non-exclusive  licensing  of  dsplatin,  and  instead  gave  Michigan 
Sute  University  the  right  to  grant  Bristol-Myers  an  extension  of  Its  exclusive  license.  In 
return,  Bristol-Myers  Squibb  agreed  to  lower  the  price  of  dsplatin  by  30  percent,  and  to  fund 
a  reported  $3S  million  in  cancer  research. 

Dr.  Wittes  was  responsible  for  reviewing  the  Bristol-Myers  research  program.  He  was 
also  widely  believed  to  have  had  knowledge  of  NCI's  taxol  research.  Dr.  Mttes  later  left 
NCI  to  join  Btistol-Myers.  months  before  NCI  announced  it  would  allow  firms  45  days  to 
"compete"  for  the  Taxol  CRADA.  Despite  the  compressed  4S-day  bidding  period,  Bristol- 


•See  James  P.  Love,  Director,  Taxpayer  Asseu  Project,  "Private  Sector  Pricing  of  Taxol 
and  Other  Pharmaceutical  Inventions  Developed  with  Federal  Funding,"  Statement  submitted 
to  U.S.  House  of  Representatives,  Committee  on  Small  Business,  Subconmiittec  on 
Regulation,  Business  Opportunities,  »nd  Enefgy.  January  2S,  1993. 
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Myen  Squibb  wai  able  to  present  a  detailed  development  plan  for  Taxol,  which  included, 
among  other  ihlngi,  the  use  of  Hauser  Chemical,  NQ's  own  contrkctor,  to  manufacture 
Taxol.  In  en  unusual  version  of  the  revolving  door,  Dr.  Wittes  later  left  Bristol-Myers 
following  a  merger  with  Squibb,  and  returned  to  NCI,  taking  with  him  whatever 
compensation  paclcage  he  had  negotiated  for  himself. 

The  Taxpayer  Assete  Project  was  unable  to  talk  with  Dr.  ^^ittes  about  his  role  in  the 
preparation  of  the  Taxol  CRADA,  or  his  compensation  from  Bristol-Myers.  Moreover,  NCI 
officials  would  not  even  provide  the  Taxpayer  Assets  Project  with  a  copy  of  Dr.  Wittos 
resume.  A  written  request  to  Dr.  Wittes  from  Dan  Newman,  who  was  writing  an  article  for 
the  Multtnalionat  Monitor,  was  ignored.' 

While  it  is  important  to  invesdgate  the  serious  problems  in  the  university  and  non- 
proHt  Ncctnr,  it  Is  also  essential  to  m&ka  th«  federal  government  mo!0  accountoble. 

It  will  faVr,  mnrh  wicyrlc  to  rtttore  publio  gonfidonoo  in  iKo  federol  gevtmmcnt'a 
policies  toward  the  management  of-^ederally  funded  research  and  development  resources.  The 
following  suggestions  will  provide  a  start 

ReconunendatioQS 

1.        The  Patent  and  Trademark  Office  (PTO)  should  require  that  all  patent  applications 
include  a  sununaiy  of  federally  funded  research  which  contributed  to  the  discovery. 
This  information  should  be  included  in  the  PTO's  Automated  Patent  System,  a 
government  funded  online  database  of  patent  infomation.  Gdzens  should  be  allowed 


•Daniel  Newman,  The  Great  Taxol  Giveaway,"  Multinational  Monitor,  May  1992. 
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13 
to  leaich  thii  infonnation  from  their  homes  and  offices,  at  fees  that  do  not  exceed  the 
"incremental  coRt"  of  dSuMsmlnaring  the  Informatlnn.  In  1991  the  Taxpayer  AiseU 
Project  submitted  this  suggestion  to  the  Subcommittee  on  Intellectiinl  PmpArty  and 
Judicial  Administration,  but  it  has  yet  to  be  acted  on. 

All  federal  grant  and  contract  recipients  should  provide  uniform  public  reports  to  the 
ff/ftffll  government  which  disclose  the  terms  of  lice.nsing  n^.tmeM»  m  ir.ttareh  that 
was  funded  by  the  federal  government  and  the  income  that  is  received  fiom  such 
agieementi. 

All  federal  grant  and  contract  recipients  should  be  required  to  disclose  to  the  federal 
government  and  the  public  any  potential  conflicts  of  interest  between  the  institution 
and  the  entities  which  receive  the  marketing  rights  to  intelleaual  property  developed 
with  federal  funds. 

Congress  should  require  all  grant  and  eonttacl  tccipients  to  provide  non-cxclusivo 
licensing  of  technologies  developed  with  federal  funds,  unless  permission  is  received 
from  the  federal  government  to  use  exclusive  agreements.  That  permission  should  be 
subject  to  a  finding  that  the  exclusive  agreement  is  in  the  public  interest  under  a 
procedure  inviting  public  comments  in  public  doclccti.  Exclusive  agreements  should 
be  available  for  public  inspection  and  comment. 

The  federal  government  should  have  the  right  to  limit  pricing  on  pharmaceutical  drugs 
and  other  medical  inventions.  In  determining  "fair"  prices,  the  federal  government 
should  take  into  consideration  the  subsidy  role  of  government  funded  research. 
Information  about  the  licensing  of  publicly  funded  research  and  development  resources 
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14 
should  be  widely  <U3seniln&ied  Ui  Litcivslcd  cunaumcr,  tttxpuycr  and  cidzcn  sroups, 
usiAg  luch  modem  information  technologies  as  the  Intemet  and  the  National  Research 
and  Education  Network  (NREN).  Iliis  is  needed  because  many  interested  researchers 
and  cidzens  do  not  read  the  federal  register  on  a  daily  basil.  The  use  of  electronic 
dissemination  of  public  notices  on  exclusive  licenses  and  other  matters  will  greatly 
facilitate  the  dissemination  of  this  informadon  to  cidzens. 
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Appendix 

Notes  on  federal  polldefl  to  transfer  ownership  of  federally  fbnded  R&D' 

Policies  concerning  the  aJlocadon  of  intellectual  property  rights  fiom  federally  funded 
research  have  changed  markedly  since  the  second  world  war.  There  once  was  a  broad 
consensus  that  federally  funded  research  should  be  liberally  shared  with  the  public,  either  by 
allowing  research  to  enter  the  public  domain,  or  by  licensing  property  righti  such  ai  patents 
on  a  non-exclusiv?  basis.  In  TBcrnt  ye^rs  this  has  given  woy  to  a  more  proprietao'  appiuu^h. 

Many  of  the  Important  changes  in  federal  policy  occurred  in  the  1980s.  These  include  the 
enactment  of  the  Stevenson-Wydler  Technology  Innovation  Act  and  the  Bayh-Dole  University 
and  Small  Business  Patent  Procedures  Act,  both  passed  in  1980,  the  amendments  to  the  Bayh- 
Dole  Act  passed  In  1984,  and  the  Federal  Technology  Transfer  Act  of  1986.*  President 
Reagan  also  issued  a  number  of  Federal  Executive  Orders  and  memorandums  which 
broadened  the  rights  of  government  contracton  and  grant  recipients  to  obtain  titles  to 
federally  funded  research  products  and  grant  exclusive  licenses  for  commercial  development' 


'Prepared  by  the  Taxpayer  Assets  Project. 

*rh6  Stevenson- Wydler  Technology  Innovation  Act  (PL.  96-480),  Oct  25,  1980, 
encouraged  the  transfer  ot  intellectual  property  ri^ht?  from  federal  research  to  the,  private 
Hnrtor.  It  also  provided  for  eoopir&tlv6  icbowvh  agreements  and  for  supporting  Centers  for 
Industrial  Technology  affiliated  with  non-profit  Institutions,  which  could  take  title  to 
inventions  developed  with'  federal  funds. 

The  Bayh-Dole  Act  University  and  Small  Business  Patent  Act  (PL  96-517),  Dec  12, 
1980,  gave  small  businesses  and  non-profit  institutions  title  to  inventions  that  they  developed 
under  federal  grants  or  contracts.  The  Act  retained  a  license  for  government  use. 

A  1984  law  (P.L.  98-620)  repealed  the  5-year  limitation  on  the  use  of  exclusive 
licenses  by  non-profit  institutions  that  held  title  to  inventions  that  had  been  developed  with 
federal  funds,  and  allowed  non-profit  organizations  to  take  title  to  inventions  when  operating 
government  owned  laboratory  facilities. 

The  Federal  Technology  Transfer  Act  (PL-99-502),  Oct  20,  1986,  expanded  the  ability 
of  agencies  and  laboratories  to  enter  into  Cooperative  Research  and  Development  Agreemenu 
(CRADAs).  CRADAs  typically  involve  joint  research  efforts  between  the  government  and 
industry,  where  a  private  firm  obtains  a  promise  that  it  will  obtain  exclusive  commercial 
lights  to  research  data  and  patents  that  are  produced  by  the  parties. 

'On  February  18,  1983,  President  Reagan  issued  a  memorandum  instructing  federal 
agencies,  where  not  prohibit^  \y  Jbwi  til  frnnt  nil  rnntrsrtrm  the  tome  right  to  tRMSHtiBR 
tiues  that  the  Bayh-Dole  Act  granted  to  small  businesses  and  non-proflt  institutions.  On  April 
10,  1987.  President  Reagan'  issued  Executive  Oitlcr  12591,  inimicUilu  awnoles  tn  nllnw 
loUjiniwdos  lo  enier  mto  ckADAs  and  to  develop  a  policy  allowing  contractors  to  retain 
rights  to  ioftu'QTs  and  ether  twhi«vol  Jaut,  wWi  a  rcservanon  ot  royalty-free  use  to  the 
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These  measurei  accompliihed  the  following: 

i.         In  ihott  ctc*8  whore  ffideral  iMcwvh  fUnds  wen  managed  by  non-govemment 
personnel,  contractors  or  grant  redpienti  were  given  title  to  a  wide  variety  of 
govemmeat  Ainded  research  rights,  with  few  restrictioai  on  how  these  righu  could  be 
ex 


U.        In  those  cases  where  the  federal  government  retained  title  to  the  research  products 
(such  as  research  carried  out  by  government  emplnyftfts  nr  hy  contractori  or  giant 
recipients  who  wen  not  quollfled  tfi  take  title  lu  the  research)  federal  agencies  were 
told  to  place  an  increasing  emphasis  on  exclusive  markedng  agreements  with  Arms  to 
commercialize  the  research  prioducu. 

Patent,  copyright,  trade  secret  status  and  other  measures  are  used  to  control  access  and 
ownership  of  government  funded  research.    Private  corporations  routinely  obtain  exclusive 
markedng  privileges  on  everything  from  government  funded  software  and  technical  databases 
to  inventions  of  new  drugs. 

The  rationales  for  this  more  proprietary  approach  to  federal  research  are  varied,  but  two  stand 
out,  in  terms  of  the  frequency  to  which  they  are  employed  and  the  degree  to  which  they  are 
believed: 

L         the  need  to  provide  incentives  for  the  commercial  development  of  a  product,  and 

ii.        the  need  to  prevent  foreign  interests  from  benefiting  from  U.S.  funded  research  and 
development 

While  these  rationales  are  cpntrwUctOiy  (thn  nci'd  to  prtvtnt  fowign  eempanlci  twui 
flf.vpioping  US  technology  mie£(i»i»  ihii  sufficient  incentives  alrudy  cAi»t  fbr  commercial 
development),  they  are  pftcn  used  Kimiiltaneouily  as  o  catch-all  ta  JusilTx  i>uUcle». 

These  policy  guidelines,  which  apply  to  all  areas  of  federally  funded  research,  have  received 
wide  bipartisan  support  in  Congress,  due  in  no  small  part  to  aggressive  lobbying  and  generous 
political  contributions  by  companies  in  defense,  energy,  pharmaceutical,  and  other  fields, 
which  have  benefitted  ftom  these  transfers.  Critics  worry  that  universities  are  becoming  too 
concerned  with  potential  commercial  rewards  from  research,  and  are  abandoning  important 
types  of  basic  research  or  restricting  the  free  flow  of  Information  among  scientists.  There  are 
also  concerns  that  the  Urge  emphasis  on  exclusive  marketing  agreements  will  harm 


government  The  order  also  reaffirmed  the  policy  in  his  1983  memo  of  waiving  government 
title  rights  to  contraotors  whereva  possible.  On  December  22.  1987,  President  Reagan  issued 
Executive  Order  13532,  requiring  all  agencies  to  remove  licensing  resfficiions  on  invf.ntinns 
made  with  federal  asiisuuce. 
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conjumen,  or  lead  to  anticompetitive  practices,  such  as  blocking  the  development  of  related 
technologici  which  would  use  the  government  research  product  u  an  input  for  a  different 
product.  Others  have  questioned  the  policies  on  the  grounds  that  taxpayers  should  receive 
greater  benefits  from  its  InvestmenU. 

Nowhere  are  these  issues  as  important  as  in  the  medical  field,  where  the  public  investment  is 
enormous,  and  the  product  will  not  be  a  better  microwave  oven,  but  better  health  or  even  life 
itaelf.  On  the  one  hand  it  is  important  that  there  are  proper  incentives  to  develop  new 
medicines  and  other  health  care  technologies.  On  the  other  hand,  consumers  of  medical 
technologies  are  uniquely  vulnerable  to  monopoly  pricing. 

The  Fttlcral  Orphan  Drug  Act  is  alsn  nn  impnrtflnf  mfichflni.im  fnr  Hllowin£  privflfr.  firms  fn 
obtain  monopolies  on  government  funded  inventions.  Since  we  have  previously  addressed 
this  issue  at  length  to  other  Committees  of  Congress,  we  will  reference  our  earlier  statements, 
and  add  only  a  few  comments.'*  Today  the  Orphan  Di-ug  Act  Is  primarily  viewed  as  a 
mechanism  to  obtain  seven  years  exclusive  marketing  rights  (a  feature  that  was  considered 
unimportant  when  the  legislation  passed  a  decade  ago).  Thus,  the  Act  is  most  important 
when  company's  do  not  hold  patents  for  the  drugs.  A  common  reason  that  a  drug  cannot  be 
patented  is  because  researchers  have  already  reported  results  in  academic  journals.  This  i^ 
more  likely  the  result  of  research  funded  by  the  government  than  research  funded  by  the 
industry,  since  the  drug  companies  are  known  for  exercising  tight  controls  on  a  researcher's 
right  to  publish  before  applications  for  patents  have  been  processed. 

Because  much  government  funded  research  ends  up  in  the  public  domain  (although  less  now 
than  before),  the  Orphan  Drug  Act  has  become  an  important  mechanism  to  obtain  patent  like 
protection  on  substances  that  cannot  be  patented,  because  of  government  funded  research 
which  has  been  published  in  academic  journals. 


Ltmiu  on  Administrative  reforms 

There  are  many  things  that  the  federal  government  can  do  administratively  to  correct  the 
woeful  inadequacies  of  agency  policies  on  the  pricing  of  government  funded  pharmaceutical 
inventions.  The  federal  government  can  develop  better  approaches  to  negotiating  or  setting 
prices  on  government  funded  medical  inventions,  it  can  collect  belter  information  on  tiie 
economics  of  drug  development  and  profits,  and  it  can  place  more  emphasis  on  competition 
by  requiring  agencies  to  make  findings  diat  exclusive  agreements  are  necessary,  or  by 
restructuring  the  negotiations  for  exclusive  contracts  so  that  companies  negotiate  on  prices 
before  partners  are  chosen  for  exclusive  arrangements  (getting  more  mileage  from  the  ex  ante 


*See  James  P,  Love,  "The  Orphan  Drug  Act  and  Government  Sponsored  Monopolies  for 
Marketing  Pharmaceutical  Drugs,"  comments  submitted  to  the  Senate  Judiciary  Committee's 
Subcomminee  on  Antitrust,  Monopolies  and  Business  Rights,  January  21,  1992. 
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Gompeddon  diat  exiia  in  Uiese  awards). 

But  diere  are  also  many  problemi  that  cannot  be  lolved  without  addresilng  the  Tcfomii  in  the 
Bayh-Dole  Unlvcitlty  and  Small  Builncw  Patent  Procedures  Act  or  the  Orphan  Drug  Act  -- 
two  deeply  flawed  laws  that  have  very  powerful  constituencies.  So  long  as  the  federal 
government  grants  tides  to  federally  funded  research  conducted  by  universities  and  other 
contract  and  grant  recipients,  the  (ingress  will  not  be  able  to  control  prices  for  many 
government  ftinded  drugs.  P6r  example,  the  1990  NHI  health  caitt  R&D  budget  included 
$4.18  billion  in  work  performed  by  universities  and  another  $1.8  billion  was  performed  by 
other  non-profit  institutions.'  Until  the  Bayh-Dole  Act  is  changed  the  federal  government 
will  be  severely  restricted  in  iu  ability  to  control  prices  for  many  important  drug  inventions 
that  taxpayers  have  financed. 


^s  included  about  $2.5  billion  in  funding  of  basic  research  at  univenities  and  colleges, 
uihioh  WM  nt a*Iy  half  of  oil  fodotol  fundo  (or  bnoio  toaooioh  glva  to  ooU»g«o  and 
universities.  U.S.  Department  of  Health  and  Human  Services.  NIH  Data  Book.  1991,  NIH 
PubllMUu..  Vs..  91-1261.  (Dci1.c<k1«,  MD.  Kni,  Sp^Ic.uU.  1991). 


M;irth  1 1.  IW3 
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Before  the  Subcomniiltee  on  Regulation.  Business 
Opportunities,  and  Technology,  Committee  on  Small  Businc> 
House  of  Representatives 


FEDERALLY  FUNDED 
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Controlling  Inappropriate 
Access  to  Research  Results 


Statement  by  Jim  Wells,  Associate  Director,  Energy  and 
Science  Issues,  Resources,  Community,  and  Economic 
Development  Division 
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Mr.  Chairman  and  Members  of  the  Subcommittee: 

We  are  pleased  to  be  here  today  to  discuss  the  findings  of  our 
May  1992  report.  University  Research;   Controlling  Inappropriate 
Access  to  Federally  Funded  Research  Results  (GAO/RCED-92-104) ,  and 
the  implications  it  has  for  the  Issues  being  addressed  by  this 
hearing.   Our  report--which  dealt  with  research  grants  awarded  by 
the  National  Institutes  of  Health  (NIH)  and  the  National  Science 
Foundation  (NSF) --examined  the  growing  interactions  between 
universities  and  private  industry  and  discussed  the  increased 
potential  for  conflicts  of  interest  or  other  relationships  that 
might  give  a  particular  company  inappropriate  access  to,  and 
therefore  an  unfair  advantage  in  commercializing,  the  results  of 
federally  funded  research. 

This  same  kind  of  concern  over  conflicts  of  interest  and  other 
special  relationships  would  apply  egually  to  major,  multimillion- 
dollar  funding  agreements  entered  into  by  nonprofit  research 
institutions  that  receive  substantial  funding  from  the  government, 
such  as  the  Scripps  Research  Institute.   This  hearing  is  looking 
into  business  relationships  between  recipients  of  federal  research 
grants  and  companies  intent  on  commercializing  the  discoveries  and, 
in  particular,  a  new  10-year,  $300  million  agreement  between 
Scripps  (a  nonprofit  biomedical  research  institute)  and  Sandoz 
Pharmaceuticals  Corporation  (a  private  drug  firm).   While  we  have 
not  seen  this  agreement,  we  understand  that  NIH  learned  of  it  only 
after  it  was  completed  and  announced  by  Sandoz  in  December  1992. 

In  summary,  we  believe  that,  as  a  general  principle,  the 
public  interest  is  better  served  if  the  government- -and,  in  this 
case,  NIH--ensures  that  appropriate  controls  and  safeguards  are  In 
place  governing  who  gets  access  to  and  ultimately  benefits  from  the 
results  of  federally  funded  research.   In  this  regard,  our  May  1992 
report  recommended  that  NIH  and  NSF  require  that  their  grantees 
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have  procedures  In  place  to  effectively  manage  potential  conflicts 
of  interest,  such  as  by  requiring  that  investigators  and  other  key 
personnel  disclose  any  outside  interests  as  part  of  the  grant  award 
process.   Similarly,  we  believe  it  is  important  that  the  government 
at  least  be  consulted  about  any  major,  multimillion-dollar 
agreement  that  a  university,  hospital,  or  other  nonprofit  research 
institution  seeks  to  negotiate  with  a  private  company  if  the 
institution  receives  substantial  federal  funding  and  rights  to 
commercialize  resulting  technologies. 

PERSPECTIVE 

Let  me  provide  some  perspective  on  these  issues  based  on  our 
May  1992  report. 

The  relationship  of  federally  funded  research  to  technological 
innovation  was  transformed  dramatically  during  the  1980s  as  new 
linkages  were  established  among  the  academic  community,  industry, 
and  the  federal  government.   One  of  the  primary  changes 
strengthening  links  between  universities,  hospitals,  and  other 
nonprofit  institutions  (hereafter  referred  to  as  nonprofit 
organizations)  and  private  industry  was  enactment  of  the  Patent  and 
Trademark  Amendments  of  1980  (P.L.  96-517).   The  act  encourages 
nonprofit  organizations  and  small  businesses  to  conunercialize 
inventions  they  make  in  whole  or  in  part  with  federal  funding  by 
allowing  them,  with  few  exceptions,  to  elect  to  retain  rights  to 
such  inventions.   Nonprofit  organizations  then  can  transfer  their 
rights  to  businesses  by  granting  exclusive  (sole)  or  nonexclusive 
(generally  available)  licenses. 

Appropriate  access  to  federally  funded  research  can  include 
(1)  granting  an  exclusive  license  to  commercialize  resulting 
technology  to  a  business  that  co-sponsored  a  research  project,  (2) 
granting  an  exclusive  license  to  a  business  that  did  not  fund  the 
research  but  is  considered  best  able  to  commercialize  the 
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technology,  or  (3)  encouraging  the  scientist  who  developed  a 
technology  to  further  develop  and  commercialize  it  by  working  with 
the  licensee.   In  contrast.  Inappropriate  access  can  occur  if  a 
business  that  has  not  sponsored  a  research  project  obtains  inside 
information  about  it  or  gets  favored  treatment  in  obtaining  license 
rights  to  the  resulting  technology.   Such  inappropriate  access 
could  result  from  a  financial  or  personal  relationship  between  the 
business  and  a  member  of  the  nonprofit  organization,  or  a  financial 
relationship  between  the  business  and  the  nonprofit  organization 
ltself--such  as  through  a  major,  multimillion-dollar  research 
agreement. 

UNIVERSITIES  LICENSE  A  SUBSTANTIAL 
AMOUNT  OF  FEDERALLY  FUNDED  TECHNOLOGY 

During  fiscal  years  1989  and  1990,  the  35  universities  in  our 
study  (1)  granted  197  exclusive  licenses  and  339  nonexclusive 
licenses  and  (2)  earned  $29.3  million  from  exclusive  licenses  and 
$52.7  million  from  nonexclusive  licenses.   Typical  licensees  given 
exclusive  rights  to  commercialize  the  results  of  federally  funded 
research  were  small  U.S.  businesses;  and  most  exclusive  licensees 
were  pharmaceutical,  biotechnology,  or  other  medical  companies. 

Most  of  the  surveyed  universities  substantially  expanded  their 
programs  to  transfer  technology  to  businesses  during  the  1980s. 
Twelve  universities  formed  an  office  to  license  technology,  while 
many  others  expanded  and/or  reorganized  their  technology  licensing 
activities.   For  example.  Harvard  University,  which  granted  its 
first  license  in  December  1980,  granted  39  licenses  in  fiscal  year 
1990. 

Relationships  between  licensees  and  universities  are  becoming 
Increasingly  complex.   The  35  universities  reported  that  (1) 
scientists  who  developed  the  technologies  for  the  61  exclusive 
licenses  consulted  for,  owned  a  substantial  amount  of  stock  in,  or 
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had  other  relationships  with  the  licensees  and  (2)  members  of 
Industrial  liaison  programs  were  granted  exclusive  licenses  In  four 
cases.   In  12  additional  cases,  companies  that  had  long-term 
agreements  with  universities  to  fund  general  research  received 
exclusive  licenses  for  technology  they  did  not  directly  co-sponsor. 
None  of  these  relationships  are  necessarily  inappropriate;  in  fact, 
in  many  cases,  they  are  necessary  for  commercializing  the 
technology.   However,  the  potential  exists  that  exclusive  rights  to 
federally  funded  technology  could  be  Inappropriately  granted 
because  of  undisclosed  conflicts  of  interest  or  other 
relationships. 

NIH  AND  NSF  LACK  STRONG  CONTROLS  OVER 
INAPPROPRIATE  ACCESS  TO  RESEARCH  RESULTS 

NIH  and  NSF,  which  spent  $5.8  billion  for  university  research 
In  fiscal  year  1990,  have  general  guidelines  that  rely  on  funding 
recipients  to  establish  policies  and  procedures  to  resolve  and 
report  any  potential  conflicts  of  interest  or  other  relationships. 
Neither  agency  requires  funding  recipients  to  submit  their  policies 
and  procedures  for  review  to  ensure  that  they  adequately  address 
conflict-of-interest  issues. 

The  35  universities  surveyed  have  established  various  policies 
and  procedures  to  prevent  inappropriate  access  to  research  results 
by  businesses.   Fourteen  universities  generally  relied  upon  faculty 
and  other  members  of  their  university  community  to  voluntarily 
disclose  a  potential  conflict  of  interest. 

In  contrast,  21  universities  required  that  faculty  and/or 
technology  licensing  personnel  disclose  outside  Interests  or 
certify  whether  potential  conflicts  of  interest  exist  at  specified 
points.   In  particular,  of  the  21  universities,  (1)  16  required 
faculty  who  are  principal  investigators  to  certify  in  writing 
whether  any  potential  conflicts  of  interest  exist  as  part  of  the 
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approval  process  for  sponsored  research  projects,  (2)  9  required 
that  some  or  all  of  their  faculty  annually  disclose  outside 
interests,  and  (3)  14  required  that  technology  licensing  office 
personnel  annually  disclose  outside  interests  or  certify  whether  a 
potential  conflict  of  interest  exists.   These  procedures  increase 
the  likelihood  that  potential  conflicts  of  interest  will  be 
disclosed,  allowing  the  universities  then  to  decide  how  best  to 
resolve  and/or  monitor  any  such  relationships. 

In  response  to  the  growing  involvement  of  businesses  in 
university  research,  both  NIH  and  NSF  are  considering  alternatives 
to  strengthen  their  guidelines  for  universities  and  other  funding 
recipients  to  better,  and  more  uniformly,  control  potential 
conflicts  of  interest  in  the  conduct  of  research.   In  December 
1989,  after  an  early  attempt,  NIH  withdrew  proposed  guidelines  that 
would  have  restricted  interactions  between  grant  Investigators  and 
businesses  in  response  to  many  commenters'  strong  concerns  about 
their  effect  on  university-industry  relationships.   NIH  is  again 
planning  to  promulgate  a  regulation  by  publishing  a  Notice  of 
Proposed  Rulemaking  in  the  Federal  Register  for  public  comment. 
NIH's  Associate  Director  for  Extramural  Affairs  Indicated  that  the 
proposed  rule  is  likely  to  retain  the  requirement  that  all 
investigators  and  other  key  personnel  involved  in  NIH-funded 
research  disclose  certain  types  of  outside  interests  before  an 
award  is  made  and  annually  thereafter.   In  addition,  NIH  is 
considering  whether  to  prohibit  investigators  and  other  key 
personnel  for  clinical  drug  trials  from  having  any  financial 
relationship  with  a  business  whose  product  is  being  tested. 

On  July  16,  1992,  NSF  issued  a  notice  of  proposed  changes  in 
the  Federal  Register  that  would  require  faculty  members, 
investigators,  and  professional  employees  at  grantee  Institutions 
who  are  involved  in  NSF-funded  research  and  educational  activities 
to  disclose  certain  types  of  outside  interests  before  an  award  is 
made. 
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CONCLUSIOHS 

Growing  Interactions  between  universities  or  nonprofit 
research  Institutions  and  private  companies  Increase  the  potential 
for  conflicts  of  interest  or  other  relationships  that  might  give  a 
particular  company  inappropriate  access  to,  and  therefore  an  unfair 
advantage  in  commercializing,  the  results  of  federally  funded 
research.   Requiring  that  investigators  and  other  key  personnel 
disclose  certain  types  of  outside  interests  as  part  of  the  grant 
award  process  is  an  essential  first  step  for  improving  a  grantee's 
management  controls  over  potential  conflicts  of  interest. 
Accordingly,  our  May  1992  report  recommended  that  both  NIH  and  NSF 
require  their  grantees  to  have  procedures  in  place  to  effectively 
manage  potential  conflicts  of  interest  and  that  both  agencies 
review  their  grantees'  policies  and  procedures  to  ensure  that 
grantees  adequately  address  conflicts  of  interest.   Both  NIK  and 
NSF  have  initiated  steps  to  address  these  issues  through  the 
regulatory  process. 

With  respect  to  the  specific  issues  being  addressed  in  the 
hearing  today,  we  believe  it  is  equally  important  that  a  recipient 
of  substantial  federal  research  funding- -whether  a  university  or  a 
nonprofit  research  institution — notify  and  consult  with  NIH  or 
other  federal  agencies  before  entering  into  any  such  major 
agreement  that  may  give  rights  to  commercialize  resulting 
technologies  to  a  particular  company  if  substantial  federal  funds 
are  involved.   In  this  way,  the  government  can  become  aware  of  who 
gets  access  to  and  ultimately  benefits  from  the  results  of 
federally  funded  research  and  take  any  appropriate  actions  to  help 
ensure  that  the  public's  interest  is  protected. 

Mr.  Chairman,  this  concludes  my  statement.   I  would  be  happy 
to  respond  to  any  questions  you  or  members  of  the  Subcommittee  may 
have . 
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Statement  on  Academic-Industry  Relations  to  Subcommittee  on 

Regulation,  Business  Opportunities,  and  Technology;  United  States 

House  of  Representatives,  Committee  on  Small  Business 

Henry  EttkovAtx 

Klarchl  1,1993 

I  am  Associate  Professor  of  Sociology  at  ihc  State  University  of  New  York  at  Purchase.  I  am 
also  Research  Professor  at  the  Center  for  Science  and  Technology  Policy,  Rensselear 
Polytechnic  Institute  and  co-director  of  the  International  Study  Group  on  Academic-Industry 
Relations  of  the  Science  Policy  Support  Group,  London.  My  research  on  science  and  tejchnology 
policy  focuses  on  women  In  science  and  engineering,  industrial  policy  and  academic-indusuy 
relations.  • 

I  have  studied  academic-industry  relations  at  three  levels:  university  scientists  as  orginizers  of 
research  groups  and  companies,  ine  role  of  the  university  in  commercializing  researcji  and  the 
activities  of  stale  governments  in  promotine  science-based  economic  development.  During  the 
past  ten  years  1  have  personally  inter^ieweo  more  than  200  scientists,  academic  admimstrators. 
corporate  and  slate  officials  and  examined  archival  sources  at  Massachussetts  Institute  of 
Technoloay  and  Stanford  University,  among  olhftrg.  The  National  Science  Foundation  has 
supported  this  work  through  its  programs  on  Ethics  and  Values  Studies,  Science  [Resource 
Studies,  Sociology,  Regional  Science  and  History  and  Philosophy  of  Science. 

j 

1.  Overview 

A  larger  number  of  universities  in  the  United  Stales  are  now  atteraptinB,  with  mo(e  or  less 
success,  to  become  reseaix^h  universities.  Twenty  or  thirty  years  ago  the  discussion  was  about 
expanding  from  a  dozen  to  twenty  or  thirty  full  scale,  nigh  quality,  research  universities. 
Recently,  the  bulletin  boards  of  the  University  of  Massachusetts  at  Boston,  an  institutipn  that  is 
not  generally  known  as  a  research  university,  carried  notices  of  a  talk  given  by  the  Vice- 
Chancellor  entitled  "400  Research  Universities?"  The  clear  inference  was  tnat  if  if  th^re  is  the 
possibility  that  the  United  States  could  support  400  research  universities,  then  there  is  b  role  for 
the  University  of  Massachusetts.  Boston  as  a  research  university.  Certainly  it  would  not  be  a 
research  university  primarily  oriented  towards  traditional  disciplines.  University  of 
Massachusetts,  Boston's  areas  of  growth  to  the  Ph.D.  level  are  targeted  to  meet  regiorjal  needs. 
For  example,  an  environmental  science  Ph.D.  program  has  been  initiated,  with  a  special  focus  on 
Boston  Harbor.  The  major  universities  in  the  Boston  region  such  as  MIT  and  Harvard  do  not 
offer  advanced  degrees  in  this  field.  Thus,  the  growth  strategy  for  many  emerging  research 
universities  is  to  determine  areas  of  regional  need  where  corresponding  local  sources  Ojf  support 
can  be  identified.  : 

Similarly,  economically  depressed  areas  look  to  research  universities  to  supply  new  science 
and  technology  to  revive  an  an  existing  industrial  base.  For  example,  in  the  eariy  1980'$,  most 
of  the  forestry  school  at  the  University  of  Michigan  was  eliminated  with  one  hand,  an(^  with  the 
other,  the  money  came  back  to  the  university  to  establish  a  new  Center  for  Robotics  Research.  A 
consortium  of  me  business,  political  and  academic  leaders  in  Michigan  had  decided  ipon  this 
strategy  to  revive  the  technology  of  the  American  automobile  industry.  The  concept  was  to  set 
up  a  research  center,  drawing  upon  the  fauclty  of  the  University  of  Michigan  a!nd  other 
universities  in  the  area.  Thus,  we  have  the  establishment  of  research  centers  designe^l  to  feed 
into  the  local  economy.  ' 

The  public  has  also  revalued  its  view  of  science.  In  regions  where  a  high  technology  economy 
has  emerged  from  campus  based  rescach,  the  public  expection  in  the  midst  of  decEni  is  for  a 
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new  wave  of  technology  to  emeree  from  area  academic  institutions.  Thus,  a  television  editorial 
commentator  looking  at  the  bright  side  of  the  Massachussetts  economic  decline  stated  that, 

We  have  world  class  universities  poised  to  turn  sclentlflc  talent  Into  marketable  products 

*.  It  Is  interesting  to  note  that  science  is  viewed  not  only  as  the  source  of  new  economic  goods 
but  universities  are  looked  to  for  the  entrepreneurial  leadership  to  transform  potentlaf  Into 
practice.  This  public  perception  Is.  of  course,  based  on  more  than  a  half  century  of  university- 
industry  Interaction  that  revived  the  New  England  economy  once  before.  Indeed  future 
expectations  arc  supported  by  several  hundred  million  dollars  of  public  Investment  In  biomedical 
and  biotechnology  research  facilities  adjacent  to  Boston's  medical  schools  and  universities^. 

2.  Entrepreneurial  Science 

From  the  formation  of  the  research  university  In  the  late  19th  century  to  well  Into,  the  post 
Worid  War  n  era  universitv-bdustry  relstionships  were  largely  established  at  the  behest  of 
industry  to  serve  the  needs  or  existing  companies.  Engineering  schools  reoorganired  themselves 
to  serve  the  research  needs  and  supply  personnell  for  the  growing  science  based  electrical  and 
chemical  industries.  The  linkages  included  cooperative  programs  which  sent  students  tp  industry 
for  part  of  their  training,  university  professors  undertaking  research  at  the  request  of  industry  and 
donations  of  money  and  equipment  by  industrial  firms  to  support  engineering  educatioh  (Noble, 
1976:chap.7).  The  relationship  between  university  science  and  business  was  well  estaWisned  by 
the  1920  s.  A  contemporary  survey  showed  that  29%  of  the  600  industrial  firms  queried  were 
supporting  some  form  of  cooperative  research  program  includine  university  connections 
(Kimball,  1929).  University-industry  relationships  declined  In  the  30*8  due  to  constriction  in 
funding  (Servos,  1980)  and  became  relatively  less  important  in  the  post  war  era  with  the  growth 
in  government  funding  of  science. 

The  current  resurgence  of  university-  industry  relations  Is  due  to  a  decline  in  goUmment 
funding  of  biomedical  sciences,  changes  in  federal  regulations  tranfcrring  control  of  patent  rights 
to  government  funded  research  to  the  universities  ana  scientists  interest  in  commercializing  their 
research  results.  The  new  university-industry  connections  Include  universities  establishing 
research  parks,  university  scientists  involvement  in  firms  e.g  through  membership  on 'advisory 
boards,  boards  of  directors,  stockholding  in  exchange  for  consultation  services,  assuiiiption  of 
managerial  responsibilities  and  Involvement  In  the  formation  of  firms.  The  older  forms  of 
university-industry  connections  involved  payment  for  services  rendered,  whether  it  was' received 
directly  in  the  form  of  consultation  fees  or  Indirectly  as  endowment  gifts.  The  new  university- 
industry  relationships  Involve  the  rouliplicatlon  of  resources  through  the  university's  and  faculty 
memb^s  participation  in  capital  formation  projects  such  as  real  estate  dcvelopijient  and 
fonrnation  of  firms.  I 

The  industrial  relations  of  academic  science  have  a  long  history  but  until  recenjily  these 
activities  were  largely  confined  to  land  grant  universities,  a  science  and  engineering  based 
university  like  StatiTord.  and  to  a  unique  tecnnical  institution,  MTT.  Entrepreneurial  activities  are 
currently  taking  place  iii  a  broader  range  of  research  universities,  including  those  that  efnnhasize 
the  liberal  arts.  Inde«d  such  activities  are  often  encouraged  by  government  even  as, they  are 
sometimes  t  matter  of  dispute  within  the  academy.  Conflicts  nave  erupted  such  as  the  one  at 
Harvard  in  1980  when  the  administration  Droposcci  that  the  university  participate  financially  in  a 
firm  based  on  the  research  of  one  of  its  faculty  members.  The  ensuing  debate  rapidly  escalated 
Lito  t  controversy  over  the  goals  of  the  university,  the  conduct  of  science,  and  the  professional 
ethics  of  scientists  that  only  abated  when  the  plan  was  dropped.  Even  as  President  Bok  declined 
to  commit  the  university  to  participate  in  the  esUblishment  of  a  firm  based  on  k  faculty 
member's  research,  he  stated  that  be  would  explore  other  means  of  involving  Hirvard  in 
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realizing  financial  gain  from  campus  based  itsearch.  In  1988,  a  joint  venture  involving  the 
raedicafschool  wm  announced.  Although  the  New  York  Times  questioned  whether  tradiuonal 
academic  values  were  being  abandoned,  there  were  no  reports  of  on  campus  opposition  as  there 
had  been  eight  years  before. 

D«rin|;  the  intervening  period,  similar  proposals  have  become  accepted  practice  at  other 
universitjes.  For  example,  the  University  of  Colorado  accepts  equity  in  faculty  formed  firms; 
Washington  University,  St,  Louls  and  MIT  take  the  role  of  venture  capitalist  and  Harvard  has 
participated  in  ventures  through  its  corporatioa  These  actions  represent  involvement  of  the 
university  in  the  transformat:on  of  knowledge  into  intellectual  property  and  its  subsequent 
capitAlizaiion  and  transmutation  Into  factors  of  production.  Eschewing  the  ideal  of  Imowfedge 
for  its  own  sake,  in  practice  if  not  in  ideology,  academic  scientists  and  universities  arc  becoming 
more  involved  in  translating  knowledge  into  economic  goods.  Such  practices  have  implications 
for  the  relationship  of  academia  to  society,  the  normative  structure  of  science  and  for  the 
legitimation  of  knowledge  producers  as  socially,  as  well  as  culuirally,  important  personages. 

Academic  science  has  become  increasingly  entrepreneurial,  not  only  through  cohnections 
made  to  business  firms  for  research  support  or  transfer  of  technology  but  in  its  inner  pynamic. 
As  we  have  seen,  it  is  the  institutional  imperative  to  raise  funds  to  support  a  research  group  that 
is  the  underlying  driving  force  of  entrepreneurial  science.  Science,  even  most  "littie  science"  is  a 
group  activity  that  requires  support.  Eventually  research  support  roust  be  paid  for  and  in  a 
capitalist  society  "knowledge  or  nature  for  its  own  sake"  is  an  insufficient  legitimation  tb  support 
an  enterprise  requiring  large  scale  funds  such  as  the  scientific  enterprise.  As  government  support 
for  research  becomes  more  stringent  and  military  requirements  for  science  recede,  fconoraic 
contributions  become  the  basis  for  a  restructuring  of  the  scientific  enterprise.  Although  industry 
funding  of  academic  science  declined  during  the  early  post-war  era,  it  was  the  decline  in  federal 
funds  for  academic  research  in  recent  years  that  has  made  university-industry  relations  salient 
again.  But  that  was  only  the  proximate  cause.  The  research  base  established  with  federal  funds  at 
leading  public  and  private  research  universities  contained  a  wealth  of  only  partially  tapped 
knowledge  tiiat  it  was  believed  could  be  translated  into  economic  development.  In  thp  face  of 
competiave  pressures  on  United  States'  Industries,  university  based  research  became  the  key  to  a 
strategy  of  renewing  regional  industries  or  growing  new  firms  through  estabb'shraent  of 
relationships  with  nearby  university  laboratories. 

Academic  scientists  have  a  long  history  of  working  with  industry,  having  helped  establish  the 
early  industrial  research  laboratories  in  the  United  Sfiates.  Until  quite  recently  most  university- 
industry  connections  separated  academic  and  commercial  practices.  Limits  wers  placed  on  how 
much  time  an  academic  could  devote  to  outside  concerns.  A  one  fifth  rule  allowing  onp  day  per 
week  became  commonplace.  Even  as  ODgoine  relationships,  consulting  anangements  were 
usually  conducted  apart  from  academic  researcn,  although  based  on  the  academic's  ^expertise 
accumulated  from  campus  based  research.  Consulting  relationships  typically  involved  brief  visita 
to  industrial  sites  or  conduct  of  discrete  projects  on  university  premises.  A  consequente  of  this 
separation  was  that  it  left  control  of  commercial  opportunities  of  academic  researcn  in  yie  hands 
of  industry  whereas  control  over  the  direction  of  research  and  choice  of  research  topics  was  lei^ 
to  academic  scientists.  Although  regular  payments  were  made  to  individual  consultants,  the  large 
scale  transfer  of  funds  from  industry  to  the  university  was  left  up  to  the  generosity  of  companies. 
Thus,  the  traffic  between  university  and  industry  was  policed  so  that  boundaries  were  rabintained 
even  as  exchanges  took  place  through  consuluuon  and  pbilanUuopy. 

3.  University-Industry  Linkages:  The  Second  Revolution 

As  late  as  tne  1930's,  most  acac^mics  rejected  govomment  fundine  of  research  despite  the 
ravages  of  the  depression,  fearing  that  the  university  would  be  unalterably  tranifoitned  and 
autonomy  lost.  Indeed,  the  university  was  soon  transformed  and  a  new  status  quo  coated  in 
which^the  autonomy  of  the  academic  enterprise  became  identified  wdth  government  funding 
J    .    ....  ,  ..  ............     ..  ri."  ' 
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of  teachinfi.  The  second  revolution  Is  the  lnte|ration  of  economic  devloproent  Into  the  university 
as  an  academic  function  alone  with  teaching  and  research,  University-Industry  relations  In  the 
United  States  have  evolved  through  three  sUges  of:  roarketinp,  generating  and  capitalizing 
Intellectual  property.  \       — 

3.1.  The  First  Stage:  Marketing  Intenectud  Property 

The  generation  of  profits  from  university  research  Initally  took  place  through  the  vse  of  the 
patent  mechanism.  Established  In  the  United  States  Constitution  to  protect  Inventors  and  to 
encourage  technological  Innovation,  universities  also  cautiously  began  lo  file  patents  for  faculty 
research.  It  was  already  evident  early  In  the  twentieth  cejitury  that  discoveries  made  W  research 
universities  could  be  financially  lucrative  as  wcU  as  scientifically  and  medically  significant  For 
example,  Bandne  and  Best,  the  discoverers  of  insulin  turned  over  the  rights  to  their  r^rch  to 
the  University  of  Toronto,  establishing  the  precedent  that  the  research  of  faculty  could  accrue  to 
the  financial  benefit  of  the  university.  Such  Individual  cases  established  the  precedent  that 
university  research  could  be  patented.  ' 

The  next  step  was  the  foundlnjg  of  organizations  Inside  and  outside  of  the  university  to  market 
paptent  righu  and  bring  university  research  to  a  higher  stage  of  developmcnmt  and  tinus  achieve 
greater  commercial  salability.  led  lo  the  establishment  of  formal  linkages  between  the  university 
and  Industry.  For  example,  the  Alumni  Foundation  of  the  Univcrsiw  of  Wisconsin  marketed 
patents  derived  from  academic  research  to  industry  and  financed  faculty  research  projects  with 
the  monies  made.  These  funds  enabled  Wisconsin  to  become  a  major  research  center  m  biology 
In  the  1930*$  and  40*8.  Other  universities  adopted  this  model  in  the  1940's  and  50's  and  It  ft 
being  looked  to  again,  at  present,  as  a  means  to  nnance  the  universities. 

Established  as  an  independent  entity  to  mediate  between  the  academic  and  business  Nyorids  the 
Research  Corporation  specializes  in  conductlne  the  additional  research  often  needed  to  make  a 
patentable  discovery  Into  a  marketable  one,  Tne  Corporation  was  founded  In  the  19l0's,  with 
funds  generated  from  the  donation  of  the  "precipitator",  a  pollution  control  device  invented  by 
Dr.  Frederick  0.  Cottrcll,  a  physical  chemist.  Professors  recommend  Inventions  and  the 
corporation  also  has  its  own  staff  members  ferret  out  marketable  discoveries.  The  most 
promising  are  patented  and  the  royalties  divided  between  the  university  and  the  Research 
Corporation  in  a  6-to-4  ratio,  Profits  go  to  a  research  grant  program  that  funds  scientific  research 
in  the  universities.  The  Corporation  is  still  in  operation  although  it  is  not  as  signficant  a  factor  as 
it  was  before  Individual  universities  took  on  the  tasks  ot  technology  transfer  thdrasclvcs. 
Recently,  many  universities  have  esublished  their  own  offices  to  patent,  license  and  market 
Intellectual  proerty  generated  on  campus. 


TTie  second  stage  is  based  on  the  development  of  group  research  within  the  uruversi^.  While 
the  Individual  scholar  punulng  his  or  ner  research  is  still  the  predominant  mooe  In 


3.2.  The  Second  Stage:  Generating  Intellectual  Property 

"* .  .    -■  . -  h  Within  tlie  university.  W    . 

humanities,  in  the  physfcal  and'bioloeical  sciences  and  to  a  considerable  extent  in  the  social 
sciences  the  Increases  w  productivity  tnat  can  be  attained  through  the  division  of  labor  has  led  to 
more  organized  modes  of  research.  Organized  research  units  in  the  United  States  date  to  the 
establishment  of  Agricultural  Experiment  Sudons,  first  In  Connecticut,  and  then  in  several  other 
states  during  the  Jacksonlan  era.  The  Hatch  Act  of  1887  provided  federal  resources  to  expand 
existing  agricultural  research  organizations  and  to  establish  stations,  typically  afffiliatcd  with 
land  grant  universities,  In  states  that  had  none.  These  units,  with  their  applied  research  focus, 
contributed  to  the  development  of  what  was  then  the  nations'  most  Important  Industry.    ' 

In  the  early  20th  century,  loose  interpretations  of  earlier  more  formal  German  academic 
models  of  organized  researcn  appeared  In  the  basic  sciences  In  the  emerging  research  universities 
of  the  United  States.  Faculty  and  students  began  to  work  together  on  njsearcb  projects,  typically 
after  the  achievement  of  a  secure  methodology  In  a  field.  United  States  academic  science  ha$ 
been  transformed  into  i  more  organized  mode,  closer  to  industrial  lab  formats  during  the  post- 
war era.  The  model  of  the  professor  supervising  a  few  Ph.O.  students  In  one-on-one  Meetings 


120 


ha^  largely  been  relecated  to  the  humanltle*.  In  roost  of  the  sciences  the  so-caJled  Individual 
Investieator  is  the  le«3er  of  a  research  eroup  comprising  some  or  all  of  the  categories  of  B.A, 
M.A.  Ph.D.  students,  post  docs,  rcsearcn  associatw  and  technicians.  The  professor  hai  become 
the  fund  raiser,  personnel  manager,  publicity  agent  BJid  research  director  of  a  i  team  of 
researchers.  These  groups  operate  as  firm-like  entitles  or  "quasi-flmu"  within  tho  uhiversity, 
lacking  only  a  direct  orofit  motive  to  make  them  a  firm.  When  professors  move  outside  of  the 
university  to  form  a  firm,  their  academic  experience  as  entrepreneurs  often  stands  thenp  In  good 
stead.  They  negotiate  with  venture  capitalists  instead  of  research  agency  program  managers,  hire 
employees  Instead  of  recruiting  students  and  post  docs.  This  Is  in  contrast  to  an  earlier  generation 
of  technical  entrepreneurs  and  firm  founders  who  were  viewed  as  bringing  only  [technical 
expertise  to  a  new  firm,  lacking  the  managerial  skills  and  entrepreneurial  background  of  many 
contemporary  academic  scientists.  Indeed  the  holder  of  a  professorship  at  a  major  unlvtrslty  has 
been  held  to  be  the  equivalent  of  the  president  of  a  medium  sized  corporation,  In  m^agerial 
experience. 

According  to  a  recent  estimate  there  are  some  7,000  organized  research  units  at  Unl^d  States 
universities,  largely  supported  by  federal  funds.^  Until  quite  recenUv,  federal  grant  requirements 
mandated  that  patent  ngnts  be  retained  by  the  federal  government  Since  such  a  large  proportion 
of  university  research  was  federally  funded  there  was  a  gap  in  the  transfer  of  kno\yIedee  to 
industry  as  the  federal  govenunent  did  not  undertake  to  market  its  patent  rightsi  and  the 
mechanisms  that  had  earlier  been  developed  to  market  such  rights  were  precluded  from 
arranging  the  sale  of  federally  funded  research.  This  situation  changed  radically  In  1^80  when 
the  federal  government,  wisning  to  spur  technological  innovation  in  response  to  mcreased 
international  competition,  allowed  universities  to  retain  patent  rights  to  federally  funded 
research.  This  new  rule  placed  the  universities  in  control  of  vast  amounts  of  pbtentially 
markeublc  research.  The  leading  federally  ftinded  universities  quickly  moved  to  Icstabllsn 
internal  rules  to  gain  control  of  such  discoveries  and  established  offices  to  coordinate  their  sale. 
Thus,  the  expansion  of  group  research  and  the  change  in  the  legal  status  of  government  funded 
discoveries  greatly  enlarged  the  base  of  capitalizable  Knowledge  m  the  universities.       ; 

3.3.  The  Third  Stage:  Capllallilng  Intellectual  Property 

The  existence  of  organized  research  units  also  made  possible  new  forms  of  arrahgcments 
among  corporations,  governments  and  the  university.  Moreover,  the  research  groups  themselves, 
having  many  Of  the  Characteristics  of  flrras,  sometimes  attiiined  independent  sutus  ot  spmott 
new  entities.  Industrial  contracts,  state  initiatives  and  formation  of  firms  have  become  the 
preferred  me<;hanisms  for  capitalizing  knowledge,  although  the  older  practices  for  dealing  In 
patent  rights  have  also  been  revived, 

3.3.1.  Industrial  Contracts 

The  existence  of  research  groups  within  the  university  allowed  new  funding  techniques  to  be 
developed  that  essentially  traded  patent  riehu  for  research  support.  Until  quite  (recently, 
corporate  funding  of  university  based  researcn  usually  took  place  In  the  final  stages  of  a^  researcn 
program  when  practical  results  were  forseen  but  not  yet  realised.    In  this  modelJ  when  a 


corporate  funding  of  university  ba 

program  when  practical  results  rr^.v.  .v.»^"  «-.  . —  ^w.  . — .^w^.  -.  ..^^  ...v,s-v.«  ....v..  . 
university  researcher  achieved  a  potentially  useful  result,  the  company  would  undertake 
development  research  in  its  own  laboratory.  If  a  sufficiently  profitable  j)roduct  fould  be 
developed,  manufacture  and  marketing  would  follow.  The  university  and  the  mvestigat^or  would 
be  paid  royalties  accorduig  to  an  agreed  upon  rate. 

The  university's  medical  school  model  of  the  clinical  professorial  is  being  applied  to  the 
research  faculty  as  well,  enabling  distributon  of  Income  to  be  controlled  by  the  university. 
Clinical  professors  turn  ihclr  income  from  patient  fees  over  to  the  unlvenlty.  The  university 
redisuibutes  this  income,  reserving  part  of  it  for  the  operation  of  the  medical  schoql  and  its 
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research  programs  and  rotumlng  another  part  of  it  to  the  clinical  professors  in  the  form  of  high 
salaries.  The  research  faculty  were  traditionally  supported,  In  part,  by  the  income  generated  oy 
the  clinical  faculw.  Now  the  activities  of  the  research  faculty  are  expected  to  generate  even 
larger  amounts  or  funds  than  was  possible  through  the  practice  of  meaecine.  It  remains  to  be 
seen  whether  the  rolo  of  clinical  professor  will  t>e  more  atttractlve  to  research  faculty  than  the 
role  of  cnlreprencurial  scientist  On  this  decision,  resta  the  ability  of  the  university  to  dement  Ita 
alliance  with  major  corporations,  effecting  the  txaosfec  of  technology  under  their  auspipcs  rather 
than  that  of  a  professor  managed  flrm.  I 

For  example,  the  now  defunct  agreement  between  the  Monsanto  Corporation  and  Wkshlngton 
University  provided  23.5  millions  for  research  in  a  specific  area,  the  study  of  pn^ns  and 
peptides  in  cells.  These  funds  were  made  available,  over  a  five  vear  period  to  the  university'i 
medical  school.  A  review  commitee,  represcntine  the  faculty  and  Monsanto  scientists,  dbbursed 
the  funds.  Faculty  members  submitco  resc«rcn  proposals  to  the  committee  in  the  areas  of 
Investiigation  specmced  by  the  agreement  Research  results  of  interest  to  Monsanto  were 
controUed  by  tne  corporation,  with  provisons  for  publication  rights.  Any  economic  return  was 
split  among  the  corporation,  tne  investigator  and  the  university. 

Monsanto  had  similar  agreements  with  Harvard  and  Oxford  Universities.  The  feompany 
recently  ended  the  agreement  with  Oxford  early,  paying  a  ten  million  dollar  termbationlfee.  The 
Monsanto  experience  appears  to  support  those  observers  who  sugested  that  these  large  contracts 
were  a  temporary  phase  In  academic-industry  relations:  that  as  soon  as  companies  learned  the 
new  techniques  they  would  move  the  research  in  house.  However,  as  the  Subcommittee  is  aware 
Sandoz  has  replaced  Johnson  and  Johnson  at  Scripps.  The  overall  trend  is  for  an  increase  in 
company  support  of  research  in  universities.  R&D  sponsorship  multiplied  almost  5  fold  in  US 
from  1977  to  1987.  In  the  U.K.  the  rale  has  more  than  doubled  from  1984-89.  These  firowth  rate* 
In  both  countries  are  considerably  in  excess  of  that  for  total  business  R&D  8pending.*^ithin  this 
picture,  foreign  companies  with  longer  time  perspectives  may  have  greater  stasying  pdwer  than 
American  companies.  When  Sandozbought  a  suxe  in  Oenenfcch  they  Instructco  the  company  to 
continue  its  long  terra  research  that  was  about  to  be  cut  under  financial  pressures.  Many  foreign 
companies  also  have  a  greater  abib'ty  to  take  advantage  of  university  programs  to  allow  company 
researchers  to  participate  in  academic  labs.  In  interviews  that  I  conducted  at  MIT.  for  jexample, 
research  centers  found  that  they  had  to  develop  less  intensive  methods  of  linkage  such  as 
occassional  meetings  due  to  the  reluctance  of  U.S.  researchers  to  leave  their  company  sjte. 

Large  contracts  are  of  great  interest  to  universities  since  research  capacities  are  in  ^lace  that 
are  difficult  to  sustain,  let  alone  expand  with  federal  funds.  Rights  to  intellectual  prc^y  are 
seen  to  be  a  small  price  to  pay  to  assist  underfunded  researchers  to  sustain  their  laboratpries  and 
to  encourage  well  fundeo  investigalon  to  modestly  expand  their  research  efforts  Some 
observers  hold  that  these  large  contracts  are  a  preferable  form  of  academic-industry  reiiation  on 
the  grounds  ihat  they  are  least  disruptive  to  traaitional  academic  practices,  with  thefr  procedures 
for  peer  review  etc.  They  have  the  potential  effect  of  limiting  faculty  entrepreheurshJp. 
According  to  Vice  president  Ouze,  "A  major  feature  of  the  Mojuanto-WasWngton  University 
agreement  is  the  deliberate  plan  to  limit  entrepreneurial  efforts  by  faculty  beyond  those  that 
aCeady  exist  to  obtain  grant  support  for  the  faculty  members'  laboratory  or  prograih".  Cure 
argued  thai  prohibition  from  individual  Involvement  In  commereial  ventures  will  keep  the 
faculty  attuned  to  its  "...academic  commitments  and  priorities'.  On  the  other  hand.  Sandra 
Panem,  Director  of  the  Solomon  Brothers  Biotechnology  Fund  argues,  that  spinoff  finris  are  the 
best  technology  transfer  mechanism*  Through  a  new  firm,  the  people  most  closely  involved  with 
the  new  technology  stay  with  it  as  It  is  brought  to  fruition  ratiier  than  passing  it  on  to  a  different 
group  in  a  large  mm.  Of  course,  most  new  firms  eventuaDy  Unk  up  with  large  companies  for 
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tesdng  and  marketing. 

4.  Formation  of  New  F1rm«  ^,  „  ^.    ,       ,    . 

The  attempt  to  Institutionalize  the  19th  century  Oerman  model  of  a  single  profewor 
representing  a  discipline,  surrounded  by  a  permanent  staff  of  assistants,  Introduced  Into  Johns 
Hopkins  and  the  University  of  Chicago  in  Uie  late  nineteenth  century,  was  soon  replaced  by  a 
departinenli  with  relative  autonomy  ofprofessors  of  different  grades.  In  acaderala,  professors  are 
expected  to  be  team  leaders  and  team  members,  with  the  exception  of  technicians,  arc  scentists  in 
training.  An  Assistant  Professor  in  a  United  Stales  university  has  considerable  ability  to  set 
research  direction,  especially  if  he  or  she  can  convince  an  outside  funding  source.  Bxbepting  a 
few  fields  such  as  hign  energy  physics  heavily  dependent  upon  instrumnenlation  to  which  access 
is  limited,  a  determined  acaoemic  can  maintain  an  independent  research  program  In  ouj  of  favor 
fields  by  carrying  on  research  as  a  supplement  to  teaching.  In  industry  a  change  in  research 
direction  can  De  mandated  by  superiors  although  a  proiect  can  often  be  carried  on  "under  the 
table"  for  a  considerable  time,  for  example  the  superconauctivty  research  In  IBM's  EurApean  lab 
that  eventually  resulted  In  a  Nobel  prize.  ! 

Instead  of  developing  a  separate  set  of  research  Institutes  as  was  the  practice  In  Europe,  basic 
research  was  located  in  academic  institutions.  Professors,  already  paid  for  teaching  duties, 
assumed  researx;h  responsibilidcs,  as  well.  With  modest  financial  support,  graduate' students 
assisted  the  professor  at  the  same  time  as  they  received  their  tramine.  This  system  was 
productive  and  cost  effective  due  to  the  low-rates  of  pay  and  the  high  level  of  results  dbtAined, 
but  because  of  the  flow  of  people  through  the  system.  Students  entered  the  laboratoriei  and  left 
with  their  degrees  within  a  relatively  few  years.  A  continual  stream  of  new  people  bfought  in 
new  ideas  in  conU-ast  to  the  institute  model,  a  more  stable  structure,  where  ossification  can  easily 
set  in  unless  there  is  a  continual  expansion  of  the  institute  bringing  In  new  people.  Anjl  that,  of 
course  requires  a  much  higher  level  of  funding. 

In  between  "big  science"  represented  by  institutions  such  as  CERN  and  "little  science"  of  the 
lone  scholar  is  the  mid-sized  research  group  headed  by  a  so-called  individual  investigator.  These 
are  typically  professors  who  arc  supporting  at  least  a  post-doctoral  or  two,  several  igraduatc 
students,  even  some  undergraduates,  and  even  at  the  secondary  schools-  a  middle-sized  research 
team.  For  an  assistant  proiMSor  who  has  three  or  four  people,  an  associate  seven,  and  then  for  a 
full  professor,  up  to  fifteen  or  twenty  persons  in  some  areas  of  science.  At  the  low(r  end  of 
mid-sized  science,  an  investigator  is  working  at  the  level  of  between  one  hundred  and  several 
hundred  thousand's  of  research  funds,  typically  with  a  main  grant  from  a  single  agency  such  as 
the  National  Institutes  of  Health,  and  perhaps  a  secondary  grant  from  an  additional  agency. 

The  organization 
members.  The  professor ' 
remove  themselves  from 
level,  the  investigator  primarily  spends  time: 

•  fundraising  and  proposal  writing; 

t  going  to  conferences  to  make  new  conucts  and  to  announce  results  of  the  group;  \ 

•  recruiting  new  group  members  and  handling  the  personnel  problems  of  old  onea;  \ 

•  writing  and  reviewing  article*; 

•  serving  on  review  panels; 

•  managing  the  intellectual  direction  of  the  research  from  his  or  her  office. 

Such  croups,  where  the  professor  is  no  longer  primarily  a  researcher,  have  takeh  on  the 
characteristics  of  a  "quasl-firra".  The  professor  has  become  a  research  manager  at  this  scale,  even 
though  still  an  academic.  Thia  is  not  cone  from  a  profit  modve,  of  course,  but  the  grou^  leader's 
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UisU  have  become  largely  oreanUailonal  In  nature.  Often  persona  la  ihis  situation  dcicribe 
themselves  as  "running  a  sraalTbusincis'  since  they  see  themselves  as  responsible,  not  only  for 
their  own  funding  but  for  that  of  several  other  people.  They  must  maintain  the  ftinding  of  their 
assistants  in  order  for  their  research  to  conu'nue  at  a  competitive  level  with  their  peers.  1? they  are 
In  an  academic  department  of  a  liberal  arts  university,  their  salary  Is  guaranteed,  but  if  they  are  In 
a  medical  school,  even  that  must  be  raised.  Having  attained  an  organizational  raoraentuni  it  is 
extremely  difficult  to  function  again  as  an  individual  researcher  ( Vollmer,  1962). 


circumstance.  ^. 

grant  proposals  and  in  the  ideology  of  academic  science,  the  so-caDed  individuaf  investigator  is 
actually  operating  as  a  manager,  as  an  organlaer  of  a  group,  and  feels  that  he  or  she  muit  sustain 
that  group  if  they  want  their  resc-arch  eflort  to  Survive.  In  this  system  what  typically  happens 
under  conditions  of  financial  stringency?  When  funding  gets  tighter;  then  the  scores  on  Proposals 
to  Branting  agencies  must  get  higher  in  order  to  obtam  a  grant  To  keep  the  level  ofj researeh 


...      .  .  - rapeil ., 

expand  to  five  or  six.  If  seven  or  eight  was  the  norm,  then  the  investigator  has  to  breax  through 
the  scale  barrier,  Ic^ive  the  bench,  and  go  to  nine  or  ten  or  even  fifteen  or  twenty.  | 

To  expand  the  research  group,  the  Investigator  must  then  seek  additional  grants.  Instead  of 
operating  with  the  support  of  one  or  two  funding  sources,  the  investigator  must  start  cultivating 
additional  agencies.  If  the  relevant  federal  agencies  have  been  exhausted,  then  the  investigator 
must  look  for  a  foundation  and  then  beyond  the  foundation  world  and  other  traditional  sburces  of 
research  support  to  new  streams  of  funding.  State  and  local  governments,  for  example,  are  often 
willing  to  provide  research  funds  to  improve  the  competitiveness  of  regional  industry.  The 
investigator  might  also  engage  in  collaborations  with  colleagues  from  other  disciplines  and 
universities  to  approach  new  programs  in  the  National  Science  Foundation  with  funds  for 
interdisciplinary  research  centers  related  to  industry.  Alternatively,  he  or  she  might  attempt  to 
move  from  running  a  quasi-firm  to  an  actual  furo  by  participating  In  the  oreanizfition  of  a 
company  that  will  support  research  but  with  the  Intention  of  making  a  product  anaa  profit. 

It  is  usually  not  the  Intention  of  the  professor  who  founds  or  helps  initiate  a  science  biscd  firm 
to  leave  the  university  and  become  a  full-time  entrepreneur.  Typically  the  goal  of  most 
academic  entrepreneurs,  once  the  firm  is  underway.  Is  tojparticipate  in  research  as  a  consultant  to 
the  firm  and  play  a  role  in  policy  making  as  a  member  olthe  board  of  directors.  Some  academics 
also  wish  to  provide  a  site  for  their  graduate  students  and  post-docs  to  be  consultants  to  earn 
extra  monies.  They  believe  that  this  oportunity  will  help  their  research  group  to  be  financially 
competitive  with  other  universities  in  it's  abifity  to  attract  graduate  students  and  posi-docs  or 
expect  that  their  assistants  will  find  consulting  opportunities  In  a  colleague's  firm  to  Avoid  the 
appearance  of  a  conflict  of  interest.  In  the  long  term  the  hope  is  that  tfie  firm  will  produce  a 
successful  product  and  that  it's  stock  will  become  valuable.  In  this  event  it  is  expected  that  there 
will  be  a  return  of  funds  from  the  firm  to  support  the  professor's  research  group..  That  is 
typically  what  academic  scientists  say  is  their  long  terra  goal  when  they  eet  Involved  in  the 
founding  of  a  firm.  Of  course  they  arc  interested  In  making  money  personaDy,  but  alsp  express 
their  motivation  in  terms  of  a  desire  to  find  a  stable  source  of  support  for  their  research.  Thus,  at 
the  level  of  the  Investigator,  funding  constrictions  cause  an  increase  in  competition  leading  to  the 
seeking  of  alternative  sourees  of  support  Under  these  conditions,  some  research  groups  will 
decline  in  site  or  even  close.  However,  others  will  increase  their  size  by  drawing'upon  an 
expanded  range  of  sources  of  support,  resulting  in  overall  growth  of  the  academic!  research 
system. 
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5.  Changes  In  Academic  Policy 

Some  kSids  of  scientific  ajid  lechnical  knowledge  produced  in  the  university  (e.g.  molecular 
biology,  artificial  InlelUeencc  and  semi-conductor  pnyslcs)  have  been  redefined  a*  intellectual 
property  with  commerciSl  value.  The  capitalization  of  this  knowledge  to  create  new  firms  and  to 
channel  a  flow  of  research  funds  from  existing  finns  into  the  university  is  changing  the  purpose 
of  the  university,  making  It  an  engine  of  economic  development  as  well  as  a  vehicle  of 
socialization,  cultural  memory  and  research.  A  new  clement  has  been  Introduced  into  the 
relationships  between  university  administrators  and  faculty  members.  It  has  become  recoenlzed 
by  its  detractors  as  an  unwanted  clement  of  the  contemporary  uiuversity  scene  dfd  by  its 
proponents  as  a  means  to  revive  the  research  university.  University  administrations  have  put  in 
place  policies  and  programs  lo  market  the  research  or  their  faculty  and  adjust  these  policies  to 
retail  the  loyalty  of  raculty.  Faculty  members  in  fields  with  commerical  potential  such  a3 
computer  science  take  into  account  the  university's  patent  and  time  policies  in  their  d^ision  to 
accept  or  retain  position*. 

A  number  of  universities  have  established  committees,  representing  faculty  and  administrators, 
to  respond  to  the  problems  and  opportunities  created  by  entrepreneurial  scicncd.  Such 
committees  are  institutionaJ  mechanisms  of  normative  chanee  and  constitute  a  strategic  research 
site  to  examine  how  different  viewpoints  are  expressed  ano  mediated.  Their  task  is  to  translate 
"ambivalence"  into  "confluence."  These  committees  are  arenas  in  which  representatives  from 
different  social  locations  in  tfie  university  interact  under  conditions  where  they  share  axommon 
charge  to  produce  a  position.  It  is  often  believed  that  modest  changes  in  university  ^les  will 
allow  comercial  activities  to  be  undertaken  without  endangering  values.  However,  the  process  of 
conflict  resolution  in  committees  often  leads,  even  those  most  highly  opposed  to  dormative 
change,  to  allow  changes  in  rules  to  be  made.  Committee  leaders  produce  rationalizations  to 
show  how  old  noi-ras  are  not  violated  by  new  forms  of  behavior,  thus  laying  the  foundations  for 
normative  change.  Acceptance  is  gained  through  reinterpretatlon  of  values  ori  through 
concessions  to  mterests  e.g.  increased  financial  support  for  the  humanities  from  [revenues 
accruing  lo  the  university  from  industry.  New  forms  of  behavior  are  then  allowed,  e.g. 
temporary  witholding  of  research  results  ts  patents  are  sought,  while  traditional  values  are 
upheld.  ! 

To  prepare  the  way  for  normative  change,  through  committee  process,  altemativeipostures 
towara  varying  levels  of  entrepreneurial  activities  are  considered.  At  the  University  of  ;Chicago, 
a  committee  v/iih  apparently  no  actual  instances  of  entrepreneurial  science  to  dehberaie  about, 
role  played  responses  to  hypothetical  cases.  At  a  university,  where  the  level  of  reality  [testing  Is 
higher  with  respect  to  commercializaiion  of  research,  a  calculus  of  time  sharinB,  between 
academic  and  commercial  pursuits  has  been  elaborated.  Instead,  of  a  relatively  vague  6ne  fifth" 
aUowance  for  outside  pursuits,  a  number  of  days  per  semester  has  been  specified  with  precision. 
At  another  university  exclusive  licensing  of  university  based  scientific  discoveries,  m  certain 
circumstances  to  companies  has  been  agreed  upon.  University  administrators  await  an  open 
distance  of  firm  formation,  by  a  professor,  to  test  the  resolve  of  committee  members  to  kdhere  to 
their  provisional  absolute  prohibition  against  such  activities.  ' 

A  review  of  the  cuidclines  and  patent  policies  of  several  major  research  universities 
(Columbia,  MIT,  Yale.  Stanford,  Harvard,  University  of  Chicago,  N.Y.U..  Coriiell  and 
Princeton)  and  a  related  institution  (Massachusetts  General  Hospital)  suggests  that  these 
institutions  wish  to  strike  B  balance  between  traditional  goals  such  as  openness  of  research  and 
gaining  financial  support  from  industry.  There  is  some  variation  among  the  universitie^  in  their 
attitude  toward  patents,  ranging  from  deferral  to  the  faculty  to  complete  control  by  the 
university.  However,  most  institutions  retain  control  of  inventions  developed  on  their  'premises 
while  sharing  benefits  with  faculty  who  were  responsible.  Some  engineering  faculty  at 
Columbia  were  outraged  at  the  attempt  by  the  university  to  control  their  involvenjent  with 
industry. 

The  major  expressions  of  concern  with  the  proposed  guidelines  came  from  enginecriiig  faculty 
who  argued  that  it  would  result  in  the  creation  of  a  new  bureaucracy  that  would  Impede 
communication  with  industry.   Although  no-ono  opposed  sharing  rewards  with  the  t]nlversity 
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some  were  adamant  about  not  being  allowed  to  accept  stock  and  make  consulting  arrangements 
at  their  discretion.  These  faculty  wished  to  maintain  their  status  as  independent  entrepreneurs 
and  not  be  superceded  by  the  university  as  an  entrepreneur.  For  example,  a  professor  of 
Chemical  Engineering  characterized  the  new  policy  as  both  va|ue  and  restrictive.  By  tiving  the 
university  contiol  over  patent  ri^ts  it  would  create  an  inequity  between  copyright,  left  lo  the 
faculty  and  patents.  He  believed  it  would  make  the  faculty  mto  Industrial  laboratory  employees 
and  noted  that  'The  university  sciendsl,  however,  Is  unique  among  the  members  of  the  faculty. 
He  raises  the  funds  for  his  equipment,  and  from  his  research  grants  pays  for  the  operation  of  ms 
laboratories,  the  operation  ofthe  libraries  and  computers,  and^tho  stipends  of  his  students.  It  is  a 
gross  exaggeration  to  Imply  that  the  university  materially  invests  in  the  research  of  its  faculty; 
me  University  operates  its  laboratories  as  profit  centers." 

They  objected  to  the  University  getiine  Involved  In  business  while  desiring  to  protect  their 
right  to  do  business  under  academic  freedom.  Other  justifications  Included  competitive 
pressures  from  other  universities  and  industry,  affecting  Columbia's  ability  to  attract  faculty  if 
their  free  access  to  consulting  and  other  commercial  arrangements  were  iraped^.  The 
University  of  Chicago  expressed  interest  in  having  faculty  enter  into  relations  with  ijidustry 
including  firm  formation  by  faculty,  lacking  real  instances  the  university  committee  pJscussed 
hyppthetical  insances  of  industrial  conecuons  While  concerns  were  typically  exoressed  by 
coramitlee  members  over  faculty  allocation  of  time  to  external  interests  and  loss  of  allegiance  to 
the  university  the  preponderant  concern  was  to  find  ways  to  encourage  such  Involvements  in 
order  lo  legiumaie  the  university  lo  the  larger  society  on  grounds  of  contributions  to  its  konomic 
development. 

Guidelines  of  conduct  and  organiaatioal  mechaisms  to  market  patents  were  all  oriented  to 
encouraging  faculty  to  become  more  aware  of  the  potential  economic  value  of  thelj|  research 
where  such  interest  was  low  and  to  channel  the  translation  of  reseqarch  into  marketable  products 
in  ways  acceptable  to  the  university  among  faculty  where  interest  in  economic  outcomes  of 
research  was  high.  All  of  these  responses  auger  a  shift  in  the  direction  of  the  research  ^versity 
and  its  members  toward  new  normative  patterns  regarding  the  pecuniary  content  of  knowledge. 
Whether  built  into  organizational  entities  that  handle  the  marketing  of  research,  stro'clured  as 
guidelines  for  desired  behavior  or  felt  as  enticements  from  the  outside  worid:  a  new  lionnative 
structure  is  emerging  in  the  research  university.  They  are  norms  in  the  sense  that  they  push 
behavior  in  a  clear  direction  with  recognisable  and  consistent  otutcomes,  enticing 'it  wnere 
possible,  coercing  it  where  necessary.  i 

6.  Induslrial  and  Science  Policy  ^  ^; 

Despite  the  lack  of  an  explicit  national  science  and  technology  polrcy  In  the  United  States,  one 
Is  created  through  pressures  on  government  to  develop  research  in  certain  areas.  The  ideology  of 
the  free  market  restrains  the  state  from  Intervention  in  the  economy.  Nevertbeless.  ideological 

,  restrictions  can  be  overcome  by  overriding  purposes.  Historically,  three  such  purpdses  have 
been  recognized  in  the  United  States:  support  of  agriculture,  the  militaiy  and  health.  Alfourth--- 
contribution  to  industrial  ecOnOmiC  development— is  in  the  process  of  becoming  'accepted 

,  although  not  without  considerable  resistance.  Agricultural  research  targeted  to  improvement  of 

I  pwtlcular  crops  also  supported  the  development  of  theoretical  work  in  genetics  in  the  1930  s. 

;  scientists  succesfully  argued  that  this  work  would  lead  eventually  to  improvement  in  Crops  and 
at  the  same  time  they  maintained  their  more  immediate  research  projects.  That  reswcn  was 
then  available  to  be  translated  Into  the  economy. 

'The  iniUal  intervenUon  of  the  stale  in  the  economy  though  the  support  of  research  took  place  in 
the  mid-nineteenth  century  as  ft  result  of  poltical  pressure  from  a  social  movement  of  K'entific 
1  farmers.  These  farmers  believed  In  the  appb'catlon  of  science  to  Improve  agricultural  prtduction. 
A  few  attempted  this  Individually,  bcludine  President  Jefferson  who  maintained  test  pl6ts  on  his 
I  estate  in  Monticcllo.  Virginia.  But  most  farmers  realized  that  they  could  not  undehake  the 
I  necessary    research    bdividually    and    through    their   local    organizations    pressuiled    aUte 
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eovernmenls  to  establish  isricultural  experiment  stations.  Eventually  their  political  prewiue  was 
felt  at  the  federal  level  of  govemment.  But  as  b  most  cases  of  successTul  pressure  for  state 
intervention  in  the  economy  m  the  United  Stales  the  activity  was  not  undertaken  directly  by  the 
federal  govemraent  esubliihlng  insu'tutes  for  agricultural  research.  Rather,  In  defcrcnde  to  free 
market  ideology,  the  federal  government  contributed  along  with  the  state*  to  the  support  of 
aericultural  research  units  established  at  universities  In  each  state.  Tills  is  a  model  of 
decentralized  centrallMtion  typical  of  state  intervention,  not  only  in  the  economy  but  |in  social 
welfare  and  other  non-traditional  state  activities.  j 

For  the  agricultural  sector  that  relationship  with  govenunent  was  established  in  jhe  earlv 
nineteenth  century.  A  first  and  fundamental  point  is  that  the  ability  to  capitalize  knowledge  Is 
based  upon  the  existence  of  a  considerable  amount  of  research  within  universitie^.  So  if 
universiGes  are  solely  teaching  institutions  the  possibility  for  industrial  relations  is  much  more 
limited.  It  is  largely  confined  to  the  traditional  forms  of  provision  of  trained  persons  and  oerhaos 
some  consulting.  This  was  the  way  in  which  university-industry  relations  were  conceptualized  in 
the  United  Stales  from  the  mid  nineteenth  century  almost  to  the  mid  twentieth  century,  with  the 
exception  of  a  small  number  of  institutions  such  as  MIT,  Stanford  and  the  engineerine  sthools  of 
a  few  other  institutions  of  higher  learning.  These  schools  invented  the  formats  and  s^t  up  the 
models  which  were  later  copied  by  others  and  generalized. 

The  ideology  of  the  Um'ted  States  Is  that  with  respect  to  the  economy  it  Is  business  that  Is 
suppossed  to  be  the  actor,  not  government,  not  the  universities.  Under  what  conditio  is  is  this 
ideology  violated?  it  is  violated  when  there  is  considered  to  be  a  higher  national  purpose  that 
overrides  the  ideology,  it  was  first  violated  in  the  area  of  agriculture  in  the  mid-nineteenth 
century.  Agriculture  then  was  small  farmers;  it  was  the  nation's  major  industry.  There  was  a 
strong  movement  among  farmers  who  believed  in  the  application  of  science  to  ifarming. 
Inndividual  farmers  themselves,  although  some  of  them  would  try  experiments.  cxemRllfied  by 
President  Jefferson  who  in  his  retirement  had  test  plots  on  his  estate  and  carried  out  experiments. 
But  most  farmers  realized  that  they  could  not  do  research  efTectivcly  on  their  own. 

A  social  movement  of  scientific  farmers  succ«sfully  pressured  state  govemmenls  \o  set  up 
experiment  stations  do  do  agricultural  research.  As  the  raovcroent  grew  it  influenced  tl^c  federal 
government  to  take  action  in  this  area.  Sncc  the  ideology  of  government  non-action  is  ajo  strong: 
when  Eovemmcnt  acts  against  this  ideology  it  cannot  do  so  directly  but  must  do  so  indirectly  and 
tN'picaUy  through  another  institutional  form.  This  is  what  happened  in  the  development  of 
research  in  agriculture.  Instead  of  federal  agencies  being  set  up  to  do  agricultural  research,  fedral 
funds,  toeeiher  with  stale  fiinds.  were  given  10  the  umveisitles  to  conduct  research  anp  then  to 
transfer  the  technology  to  the  farmers. 

When  state  intervention  is  desire-d,  laissez  falre  ideology  requires  that  slate  participation  be 
indirect.  In  agriculture  the  federal  government  did  not  estblish  a  national  research  institute. 
Instead  the  federal  government  contributed  funds  to  match  state  Eovemment  funds  t(J  support 
research  units  at  state  universities.  These  units  were  oriented  to  the  aeircultural  specialties  of 
their  regions  and  research  was  directed  toward  Improvmg  local  crops.  Extension  agent^  brought 
farmers  problems  to  the  attention  of  researchers  and  borught  researchers  solutions  back  to  the 
farmers.  Although  the  emphasis  was  on  solving  local  problems  and  addressing  imraediaie  issues, 
academics  also  formulated  longer  term  research  programs  ,  justifying  them  on  the  gijounds  of 
eventual  contribution  to  local  agriculture,  while  continuing  to  meet  immediate  needs.JThus,  in 
the  1930's  agriculutural  research  units  Initiated  fundamental  research  in  genetics  which 
eventually  resisted  in  hybrid  com.  ! 

The  model  was  a  form  of  decentralized  centralization.  It  partially  satisfied  the  requirements  of 
ideology  while  allowing  govenraent  to  accomoplish  a  purpose  calTcd  for  by  the  outside. actors  to 
the  government,  in  this  case  a  movement  of  farmers  wnicn  were  then  the  most  powerful  pobncal 
force  in  the  country.  So  th«  first  buildup  of  research  in  the  universities  that  was  transferred  mto 
the  economy  is  in  the  arta  of  agriculture,  dating  to  the  mid  and  laie  ninctenlh  century,  it  is  often 
noted  that  this  is  the  basis  of  American  strength  In  agriculture.  This  then  led  to,  by  the  1930'i, 
into  research  In  genetics.  The  original  impetus  to  the  research  was  applied,  working  on  each 
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regions  crops  to  make  Irofirovemenu.  However,  once  these  funds  were  provided  to  university 
rwcarchers  they  were  abfc  to  set  their  research  direction.  In  raid-wesicm  universities  many 
researchers  decided  to  do  genetics  research  that  that  would  have  an  application  to  agriculture  and 
also  further  their  fundamental  research  interests.  The  university  researchers  set  their  own 
direction,  justifying  it  with  a  practical  application.  They  took  off  on  their  own  ideaa,  not  stickina 
to  the  narrow  definition  under  which  they  were  funded.  In  agriculture,  basic  research  came  out  of 
the  programs  that  were  funded  for  applied  research.  This  was  the  basis  upon  which  a  highly 
proaucUve  agricultural  research  and  development  system  was  created  in  the  United  Statu. 

6.2.  The  Mflilary 

The  next  major  intervention  of  the  state  in  R&D  look  place  at  the  onset  of  World  War  U. 
Leading  academics  includina  the  President  of  Harvard  James  Conant  and  Vannever  Bush, 
quondam  Vice  President  and  Dean  of  Engineering  at  MIT  and  then  Head  of  the  Carnegie  Insitutc 
of  Washing(on  convinced  the  government  that  academic  science  could  be  used  to,  develop 
technology  for  the  military.  These  academics  successfully  lobbied  the  executive  branch  of  the 
federal  government  to  found  an  agency  to  support  research  on  military  problems.  Their  go)U  wa* 
not  to  establish  a  government  research  institute  but  to  use  federal  resources  to  support  research  at 
universities.  Universities  wre  not  the  obvious  choice  for  locatinc  such  research.  At  ^'-  *'-■' 
industrial  research  groups  at  major  corporations  had  greater  R&D  capablOities,  Acade 
to  be  drawn  together  from  campuses  across  the  country  to  esibalish  large  scale  researc 
at  a  relatively  Tew  ur\ivesities:  MIT.  Johns  Hopkins,  Berkeley,  Chicago  and  Columb 
resulted  in  a  research  build  up  at  these  universities  in  electronics,  nuclear  physics 
scientific  and  engineering  areas  relcvent  to  solving  military  problems. 

The  government  intervened  to  improve  the  technical  base  of  military  research  by  conhecting  it 
to  the  universities.  Although  the  armed  forces  were  satisifed  that  they  could  meet  their  own 
requirements  for  technological  innovation,  iust  before  the  U.S  entry  into  World  War  n  ^cademic 
scientists  and  engineers  who  had  worked  for  the  military  dunng  World  War  I  convinced 
President  Roosevelt  that  the  armed  forces  needed  assistance.  The  Office  of  Scientific  Research 
and  Development  (OSRD)  was  placed  under  the  direction  of  academics  rather  than  e  government 
officials  or  industnalists.  I^ee  scale  laboratories  that  could  be  turned  most  quickly  tc(  military 
use  were  mostly  in  Industry.  But  industrial  scientists  and  engineers  had  not  taken  the  lead  in 
approaching  the  goverament  Industrial  scientists  such  as  Frank  Jewett,  the  head  of  Bell  labs 
took  part,  but  in  a  secondary  role  supporting  the  lead  taken  by  academics  such  as  Bush  and 
ConanL  Since  the  research  leaders  who  look  the  lead  in  this  initiative  were  from  the  universities, 
they  were  placed  in  control  of  the  agency  established  to  cany  out  their  plan  and  thuk  had  the 
responsibibty  to  dispense  the  funds  allocated  for  the  task.  At  that  time  no  university,  Wth  veiy 
few  exceptions,  had  large  research  centers  with  the  ability  to  to  carry  on  resekrch  and 
development  of  weapon  systems.  The  academic  leaders  of  OSRD  had  to  drawl  together 
researchers  from  universities  across  the  country  to  a  few  sites  to  esUblish  these  capabilities. 

The  so  called  Rad-Lab  at  MIT  and  a  few  other  laboratories  were  established  at  a  half  dozen 
universities.  This  resulted  In  a  concentration  of  research  in  a  few  institutions,  against  the 
ideology  both  of  government  and  of  universities.  The  American  acadenaic  svstera^s  highly 
decentralized  with  a  multiplicity  of  institutions  competing  for  funds  of  aD  kinds.  Under 
condiUons  of  military  necessity,  a  few  academic  leaders  were  able  to  persuade  ihear  fellow 
academics  to  accept  a  concentrated  system.  Academics  also  agreed  to  accept  federal^  research 
funds  which  they  had  refused  during  the  1930*s  even  though  the  universities  were  stkved  for 
funds.  During  the  depression  efforts  to  persuade  academics  to  ask  the  federal  government  for 
funds  were  defeated,  it  was  against  the  ioeology  of  both  government  and  the  academy.j  Again  it 
was  an  overriding  purpose,  the  exigencies  of  war  that  changed  their  actions.  This  led  to  a  new 
format  after  the  war  to  meet  both  the  requirements  of  ideology  and  government:  that  is  jscientlsts 
opposition  to  goverrunent  intervention.  The  separation  ot  science  from  politics  Was  made 
compatible  with  the  expectation  of  govemnment  that  research  was  useful  through  a  pe^r  review 
system,  largely  turning  disbursement  decisions  over  to  academics  within  the  confine^  of  grant 
programs. 
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The  same  story  could  be  told  of  health.  Medica]  research  was  ilw  supported  to  meet  mUltarv 
needs  during  World  War  II  but  the  major  Imoetua  to  the  development  of  medical  and  bioIo£lc(fl 
research  at  universidei  in  the  past  several  decades  has  come  from  social  rooveraenta  and 
lobbying  groups  directed  toward  the  cure  of  disease*.  The  health  social  movements  to  cure 
diseases,  ftom  cancer  to  beirt  to  Alzheimcrs,  support  volunta7  associations  that  fund  research. 
These  associations  typically  feci  they  arc  not  able  to  raise  sufficient  funds  to  accomplish  their 
coal.  They  exert  poutical  pressure  to  expand  the  federal  role  in  health  research.  Thii^has  been 
accomplished  by  expanding  the  National  tostitutes  of  Health  (NIH)  and  by  supporting  fcnding  of 
health  research  at  the  universities.  NIH  existed  from  the  mid-nineteentfi  century  but  bn  a  very 
small  scale.  During  the  post  war  period  the  National  Institutes  of  Health  grew  and  bultiplod 
through  the  efforts  of  social  movements  interested  in  curing  diseases  and  using  research  to  solve 
health  problems.  Research  at  the  National  Institutes  of  Health  was  greatly  expanded  and  an 
extramural  research  program  was  established  that  has  become  the  mainstay  of  research  support 
for  academic  lesearcn  in  biology  and  related  fields  in  universities  and  clinical  resea^h  In  the 
medical  schools.  Most  of  the  (Sscases  that  the  NIH  was  funded  to  cure  are  still  with  jis  but  we 
have  a  biotechnology  industry  as  an  unintended  side  effect  of  the  generous  suppor^  of  basic 
research. 


7.  Conclusion  ...,^i,j.  ^        *    i    ^    . 

What  kind  of  interest  should  government  retain  in  the  funds  that  it  disburses  for  kcademic 
research?  In  deciding  to  disburse  funds  through  peer  reviewed  granu  at  NSF  dnd  HIH, 
government  turned  over  considerable  authority  to  the  scientific  research  community.  -In  recent 
years  this  ss'stera  has  been  placed  in  a  new  context  through  an  indirect  industnal  pohcy^that  both 
encourages  and  requires  universities  to  commercialize  federally  sponsored  re^Mrdh.  This 
context  can,  of  course,  be  further  modified  to  accomplish  public  purposes  in  addition  to  the 
creation  of  new  jobs  and  infusing  existing  companies  with  new  technologies.  Oovemhent  can 
retain  part  ownership  in  the  intellectual  property  that  it  has  helped  pay  to  create  and  di(ect  those 
funds  to  support  adoitional  research  or  reduce  the  prices  of  resulting  producu. 

Since  small  start-up  firms  are  the  most  effective  means  of  developing  new  technqWy  and 
creating  jobs,  government  can  play  a  greater  role  In  oroviding  grants,  through  a  ciyilianized 
DARPA  and  NIST,  to  the  initiators  or  such  firms.  Certainly,  large  firms  have  an  Important 
supporting  role  to  play  in  the  commercialization  of  technology  from  academia.  The  Monsanto, 
Hoechst  and  Mallinkrodt  aereeraents  have  been  published^  with  no  noticeable  adverse  ^ffects.  If 
necessary,  the  disclosure  of  the  terms  of  acreements  which  join  together  public  and  private  funds 
for  the  conduct  of  research  could  be  mandated  in  the  public's  interest  of  knowing  how  its  monies 
are  used.  If  the  subcommittee's  goal  is  to  reduce  drug  prices,  additional  steps  would  likely  have 


to  be  laken  beyond  retaining  the  public's  interest  In  ine  intellectual  propcny  It  has  contributed  to 
'acture.  For  example,  advertising  could  be  replaced  by  a  publicly  maintaib 

ctronic  information  system,  perhaps  organized  oy  NIH.  I  thank  the  committi 

opportunity  to  provide  background  on  academlc-lndustry  relations  and  would  be  pleased  to 


parUsan  electronic  information  system, 
opportunity  to  provide  bar'  ■*  - 
discuss  any  of  these  points. 


'Sec  Benuml  Re«mi  tfrlvanltv-lixiiMtiv  Rwcarch  Pimcwhlm  WwtPQct;  Qucnim  Boofci.  19M 
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Mr.  Chairman  and  Members  of  the  Subcommittee! 

The  Scripps  Research  Institute  (Scripps)  appreciates 
this  opportunity  to  present  testimony  on  our  implementation  of 
the  Bayh-Dole  Act  of  1980.   I  will  be  discussing  the  mission  of 
Scripps,  its  funding  arrangements  in  general  and  the  structure  of 
the  agreement  between  Scripps  and  Sandoz  in  particular,  and  how 
Scripps'  arrangement  with  Sandoz  accomplishes  the  goals  of  the 
Bayh-Dole  Act  and  preserves  the  federal  government's  prerogative 
to  fine  tune  its  policy  objectives. 

Scripps  engages  in  basic  research  for  the  public 
benefit,  and  does  not  perform  commercial  drug  development.   Based 
on  our  experience  to  date,  the  Bayh-Dole  Act  has  provided  an 
effective  and  efficient  mechanism  for  transferring  the  results  of 
laboratory  research  at  Scripps  to  the  commercial  sector. 
Moreover,  collaborations  with  commercial  companies  have  enhanced 
our  own  internal  research  capabilities  through  access  to 
corporate  funding,  scientists,  research  programs,  and,  in  some 
cases,  essential  biological  research  materials  that  would  not 
otherwise  be  available  to  our  investigators.   At  Scripps,  such 
access  has  been  managed  so  as  to  preserve  academic  freedom  and 
ethical  standards. 
The  ScrJDDS  Research  Institute 

The  Scripps  Research  Institute  is  the  world's  largest 
non-profit  biomedical  research  facility  not  affiliated  with  a 
university.   Since  its  establishment  in  196X,  Scripps  has  become 
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internationally  renowned  for  its  basic  research  into  immunology, 
autoimmune  diseases,  neurosciences,  cardiovascular  diseases, 
molecular  biology  and  synthetic  organic  chemistry.   Scripps  has 
over  1500  employees,  including  190  principal  investigators,  390 
postdoctoral  fellows,  500  technicians  and  400  administrative  and 
support  personnel. 

Scripps  is  governed  by  a  Board  of  Trustees  that 
presently  has  ten  members,  six  of  which  are  "outside"  trustees 
having  no  business  or  employment  relationship  with  Scripps,  two 
trustees  are  officers  of  an  affiliated  non-profit  health  care 
company,  and  two  trustees  are  officers  of  Scripps.   Trustees  of 
Scripps  do  not  receive  compensation  for  serving  as  trustees. 
Scripps  Performs  Basic  Research.  Hot  Drug  Development 

The  mission  of  Scripps  is  to  perform  and  foster  peer- 
reviewed  basic  research  for  the  public  benefit.   Such  research  at 
Scripps  seeks  to  discover  the  fundamental  principles  and 
mechanisms  of  health,  disease  and  medicinal  chemistry. 
Translation  of  the  results  of  that  research  into  therapeutically 
useful  drugs  is  "drug  development,"  a  capital  intensive,  high 
risk  process  traditionally  undertaken  by  pharmaceutical 
companies.   Drug  development  involves  those  applied  research 
activities  necessary  for  obtaining  approval  of  a  particular  new 
drug  by  the  FDA,  such  as  analogue  optimization,  toxicity  testing, 
formulation  evaluation,  clinical  trials,  and  the  like.   Scripps 
has  neither  the  resources  nor  the  expertise  to  engage  in  all  of 
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the  activities  necessary  for  the  development  of  new  drugs. 
Therefore,  in  order  to  translate  research  results  into  useful  new 
drugs,  Scripps  must  work  with  a  partner  whose  drug  development 
skills  and  resources  complements  Scripps'  basic  research  skills. 
This  allocation  of  work  and  this  "partnership"  between 
Scripps  and  its  commercial  sponsors  have  worked  very  well  in  the 
past  to  move  scientific  discoveries  from  the  research  laboratory 
into  the  hospitals,  pharmacies  and  homes  of  patients,  all  for  the 
betterment  of  mankind.   For  example,  on  March  2,  1993,  the  FDA 
approved  2-CdA,  a  new  drug  for  the  treatment  of  hairy  cell 
leukemia,  a  rare  and  often  fatal  cancer  of  the  blood  and  bone 
marrow.   Use  of  the  drug  was  discovered  at  Scripps  and 
subsequently  developed  by  Johnson  &  Johnson  (J&J)  in  consultation 
with  Scripps. 
Prvtq  P^v^i9PiPgnt  jg  a  High  RigK  Ent^rprigg 

2-CdA  represents  the  first  therapeutic  product 
developed  and  marketed  by  JiJ  under  its  agreement  with  Scripps. 
Yet,  that  achievement  comes  after  providing  more  than  10  years  of 
research  fxinding  to  Scripps  totaling  more  than  $125  million. 
While  other  drugs  discovered  at  Scripps  are  in  JSJ's 
developmental  pipeline,  there  are  also  numerous  examples  of  drugs 
whose  development  has  stopped  because  of  technological  barriers 
such  as  unacceptaJale  toxicity,  lack  of  specificity  or 
unacceptable  side  effects.   The  experience  at  Scripps  with  its 
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corporate  partners  is  that  commercial  drug  development  is  a  long 
term,  very  expensive  and  high  risk  proposition. 
Curyent  FMnding 

Scripps'  1992  budget  of  more  than  $100  million  is 
derived  primarily  from  the  National  Institutes  of  Health  (NIH) 
and  other  federal  agencies.   Scripps  also  receives  a  significant 
amount  of  research  funding  from  corporate  sponsors.   Research 
funding  obtained  from  corporate  sponsors  at  Scripps  falls  into 
two  categories:   Specific  Funding  and  General  Funding. 

Specific  Funding  is  funding  that  must  be  used  by 
Scripps  to  support  a  specifically  identified  basic  research 
project  as  proposed  by  one  of  Scripps'  scientists.   Scripps 
accepts  Specific  Funding,  in  its  sole  discretion,  and  only  for 
projects  that  are  within  Scripps'  basic  research  programs  and 
mission. 

General  Funding  is  funding  that  can  be  used  in  the  sole 
discretion  of  Scripps  to  support  the  costs  of  any  research  at 
Scripps,  without  restrictions  by  the  corporate  sponsor. 
Typically,  it  is  used  to  support  the  training  and  research  of 
young  scientists  who  do  not  otherwise  have  funding,  to  purchase 
state-of-the-art  research  equipment  and  to  support  research  into 
some  risky,  but  potentially  fruitful  scientific  problems  that 
would  not  ordinarily  be  funded  by  the  NIH.   It  is  General  Funding 
that  has  permitted  Scripps  to  maintain  its  position  as  an 
international  leader  in  basic  biomedical  research.   NIH-supported 
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researchers  at  Scripps  benefit  from  General  Funding  supplied  by 
corporate  sponsors  through  access  to  equipment  and  research 
support  programs  whose  costs  are  paid  for  through  such  General 
Funding. 

Currently,  Johnson  &  Johnson  (J&J)  and  PPG  Industries, 
Inc.  (PPG)  are  the  only  corporate  sponsors  providing  General 
Funding  in  exchange  for  licensing  option  rights  to  broad  areas  of 
research  at  Scripps.  J&J  has  been  providing  General  Funding  to 
Scripps  since  1982.   PPG  has  been  providing  General  Funding  to 
Scripps  since  1984. 
Future  Funding 

Scripps  expects  to  successfully  compete  for  research 
funding  support  from  NIH  for  so  long  as  such  funding  is  available 
to  non-profit  research  facilities.   In  addition,  to  the  extent 
that  such  arrangements  are  permitted  by  federal  laws  and 
recfulations,  Scripps  intends  to  supplement  the  future  NIH  funding 
it  receives  with  General  Funding  and  Specific  Funding  from 
corporate  sponsors. 

For  example,  the  agreement  under  which  Scripps  receives 
both  General  and  Specific  Funding  from  JiJ  expires  at  the  end  of 
1996,  almost  fifteen  years  after  its  inception.   Looking  to  the 
future,  Scripps  has  negotiated  an  agreement  under  which  Sandoz 
Pharmaceuticals  Corporation  (Sandoz) ,  a  Delaware  corporation,  has 
the  option  of  replacing  J&J  as  the  primary  corporate  sponsor  of 
basic  biomedical  research  at  Scripps  for  the  years  1997-2007. 
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The  Bavh-Dole  Act  Policies  and  Objectives 

Prior  to  the  Bayh-Dole  Act,  the  individual  government 
granting  agencies  were  responsible  for  managing  the  transfer  of 
technology  from  federally  sponsored  research  to  the  private 
sector  for  development.   This  resulted  in  extensive  delays, 
offered  no  incentives  and  provided  limited  protection  to  the 
technology.   Evidence  that  it  did  not  work  is  that  Congress 
passed  a  bipartisan  bill  to  implement  the  current  policies. 

With  the  Bayh-Dole  Act  of  1980  (the  Act) ,  Congress 
established  guidelines  to  regulate  the  transfer  of  technology 
resulting  from  federally  funded  research  to  commercial  companies 
for  development  into  products.   Under  the  Bayh-Dole  Act,  Congress 
permitted  research  institutions  to  retain  the  rights  to  any 
invention  which  results  from  a  federally  funded  research  project. 
Institutions  electing  to  retain  title  to  their  inventions  are 
required  to  seek  patent  protection  for  the  invention,  to  promote 
its  licensing  for  use  as  a  commercial  product,  to  share  any 
royalties  with  the  inventors,  to  provide  that  the  products  to  be 
sold  in  the  United  States  be  substantially  manufactured  in  the 
United  States,  and  to  protect  certain  rights  in  the  United  States 
Government  to  ensure  that  the  invention  finds  practical 
application  for  the  public  benefit. 

Thus,  the  applicable  laws  and  governmental  policies 
encourage  research  institutions  to  enter  into  contracts  to 
commercialize  technology  developed  through  federal  funding;  and 
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those  current  laws  and  policies  do  not  provide  for  the  NIH  to 
preapprove  such  contracts.   The  applicable  laws  and  policies 
impose  no  restrictions  on  a  research  institute  entering  into  an 
exclusive  and  comprehensive  technology  transfer  arrangement  with 
a  commercial  company,  regardless  of  whether  the  company  is 
headquartered  inside  or  outside  the  United  States. 

The  Bayh-Dole  Act  was  passed  in  1980  because  the 
results  of  the  basic  science  being  funded  by  the  federal 
government  were  not  being  effectively  translated  into  useful 
products  available  to  the  public.   In  particular,  the  Bayh-Dole 
Act  addressed  the  concern  that  new  drugs  were  not  being  developed 
and  new  technology  was  going  unnoticed  and  unused  because  it  was 
difficult  for  pharmaceutical  companies  to  obtain  exclusive 
development  rights. 

The  Bayh-Dole  Act  has  decentralized  the  technology 
transfer  process  and  provided  exclusivity  as  an  incentive, 
thereby  stimulating  tremendous  gro%rth  in  the  biotechnology 
industry.   The  emergence  of  many  new  diagnostic  and  therapeutic 
products  is  a  direct  result  of  the  Act.   In  addition,  the  Act  has 
produced  an  abundance  of  intellectual  properties,  many  of  which 
are,  or  hold  the  promise  of  being,  the  central  major  asset  of 
new,  competitive  businesses. 
Benefits  to  Scriops  Under  the  Bavh-Dole  Act 

The  Bayh-Dole  Act  has  helped  Scripps  to  perform  its 
mission  in  a  ntunber  of  significant  ways,  all  of  which  are 
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predicated  on  the  right  to  retain  title  to,  and  grant  exclusive 
licenses  for,  discoveries  made  at  Scripps.   For  example,  without 
corporate  sponsors,  the  life-saving  treatments  discovered  at 
Scripps  for  hairy  cell  leukemia  and  hemophilia  would  not  be 
available  to  the  public  today. 

The  Bayh-Dole  Act  has  given  Scripps  access  to 
significant  amounts  of  non-governmental  funding  for  basic 
research.   That  fiuiding  has  been  used  to  train  many  young 
scientists.   It  has  also  been  used  to  purchase  state-of-the-art 
research  equipment  and  facilities,  thereby  enhancing  NIH  funded 
research  at  Scripps.   The  corporate  relationships  fostered  by  the 
Act  have  also  given  Scripps'  scientists  access  to  the  scientists 
and  research  programs  of  the  corporate  sponsors.   In  some  cases, 
corporate  relationships  fostered  by  the  Act  have  provided 
Scripps'  scientists  access  to  essential  biological  materials  that 
would  not  otherwise  be  available  to  academic  researchers. 

It  should  also  be  noted  that  the  licensees  of  Scripps 
technology  reimburse  Scripps  for  patent  costs;  and  such  costs 
amount  to  millions  of  dollars  a  year.   Those  are  dollars  that 
Scripps  would  not  have  if  it  were  not  for  its  licensees.   Without 
such  patent  protection,  no  commercial  company  would  spend  the 
millions  of  dollars  necessary  to  develop  the  new  drugs  discovered 
at  Scripps. 
Technolodv  Transfer  at  Scriops  is  Diverse.  WOt  HqnglithJg 
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Scripps  monitors  the  production  of  new  technologies 
created  through  its  research  programs  for  significant 
developments  that  may  be  of  interest  to  commercial  companies. 
Scripps  usually  elects  to  retain  title  to,  and  seeks  patent 
protection  for,  commercially  significant  developments  it 
identifies. 

While  J&J  and  PPG  presently  have  broad  option  rights  to 
license  new  technologies  at  Scripps,  they  typically  only  exercise 
those  rights  for  technologies  having  a  potential  market  size 
appropriate  for  a  large  corporation.   Furthermore,  even  large 
companies  like  J&J  and  PPG  have  limited  funding  for  development 
and  strategic  plans  within  which  such  funding  is  spent.   To 
maintain  a  license  for  technology  from  Scripps,  a  company  must  be 
actively  developing  the  technology,  a  process  that  reguires 
spending  development  dollars. 

J&J,  PPG  and  Sandoz  have  all  acknowledged  that  Scripps 
produces  more  new  technologies  than  any  one  of  them  alone  could 
effectively  develop,  let  alone  afford  to  develop.   In  addition, 
Scripps'  basic  science  endeavors  produce  new  technologies  outside 
the  scope  of  the  strategic  plans  of  each  of  those  companies. 

Thus,  Scripps  is  constantly  presented  with 
opportunities  to  license  technologies  to  companies  other  than  J&J 
and  PPG.   There  is  no  evidence  that  that  situation  will  be 
different  once  Sandoz  replaces  J&J  at  Scripps.   Such  licensing 
has  been,  and  will  be,  done  on  a  competitive  basis. 
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Presently,  approximately  100  technologies  at  Scripps 
have  been  excluded  from  the  J&J,  PPG  and  Sandoz  research  funding 
agreements.   Scripps  either  has  licensed  or  is  seeking  to  license 
those  technologies,  and  future  research  related  thereto,  to  other 
companies . 

By  contrast,  JiJ  represents  to  Scripps  that  it  is  using 
reasonable  efforts  to  develop  62  therapeutic  and  23  diagnostic 
technologies  licensed  from  Scripps. 

Therefore,  to  say  that  one  or  two  companies  are  reaping 
the  entire  benefit  of  all  of  the  federally  funded  research  at 
Scripps  is  not  accurate.   Scripps  feels  that  some  diversity  is 
healthy  and  has  sought  to  preserve  it  in  all  of  its  corporate 
relationships. 
Structure  of  the  Sandoz  Agreement 

It  has  been  the  overwhelming  experience  at  Scripps  that 
exclusive  licensing  of  rights  to  many  of  the  Inventions  made  at 
Scripps  is  the  most  effective  and  efficient  means  for  developing 
practical  applications  of  those  inventions  for  the  public 
benefit.   Therefore,  in  exchange  for  significant  research  funding 
and  royalty  payments  from  future  sales,  the  agreement  with 
Sandoz,  if  it  takes  effect,  will  grant  an  option  to  take  an 
exclusive,  worldwide  license  to  make,  use  and  sell  medical 
products  embodying  technology  discovered  at  Scripps.  Scripps 
must  disclose  each  new  technology  to  Sandoz,  and  Sandoz  must 
exercise  its  option  to  take  a  license  within  a  certain  defined 
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period  of  time.   If  Sandoz  timely  exercises  its  option,  it  must 
use  reasonable  efforts  and  due  diligence  to  develop  the 
technology  into  a  product  and  promptly  thereafter  market  the 
product . 

If  Sandoz  declines  to  exercise  its  option  to  take  a 
license  or  fails  to  meet  its  commercial  development  obligation 
with  respect  to  a  particular  product,  Scripps  can  license  the 
technology  to  another  party. 

This  is  the  same  basic  structure  used  in  the  current 
agreements  Scripps  has  with  J*J  and  PPG.   The  NIH  is  aware  that 
Scripps  and  others  have  used  that  structure  to  maximize  the 
benefits  available  to  the  public  under  the  Bayh-Dole  Act. 
Therefore,  in  setting  up  the  arrangement  with  Sandoz  having  the 
same  structure,  Scripps  did  not  consult  with  the  NIH,  but  rather 
Scripps  relied  on  existing  statutes,  regulations  and  written 
policy  objectives  to  govern  its  behavior. 
ScriDDs'  Agreement  with  Sandoz  Complies  with  the  Letter  and 

Spirit:  (ft  thg  BaYh-P9lg  Agt 

To  assure  that  the  results  of  Scripps'  research 
activities  are  brought  to  practical  application  for  the  public 
benefit,  Sandoz  is  required  to  "use  reasonable  efforts  and  due 
diligence  to  develop"  any  technology  or  patent  rights  it  licenses 
from  Scripps  "into  commercially  viable"  products,  "as  promptly  as 
is  reasonably  feasible,  and  thereafter  market  such  developed" 
licensed  products.   In  addition,  each  time  Sandoz  licenses  a 
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technology  from  Scripps,  the  license  agreement  must  contain  a 
"research  and  development  plan  in  reasonzible  detail  setting  forth 
steps  Sandoz  and,  if  applicable,  Scripps  intend  to  undertake  in 
the  forthcoming  year,"  and  Sandoz  must  provide  to 
Scripps  "an  annual  *nritten  report  updating  the  research  and 
development  plan." 

Finally,  in  its  agreement  with  Scripps,  Sandoz 
expressly 

"acknowledges  that  its  rights  and  obligations  pursuant 
to  this  Agreement  with  respect  to  Scripps  Technology  and  Scripps 
Patent  Rights,  and  to  Scripps'  rights  to  Jointly  Developed 
Technology,  as  applicable,  may  be  subject  to  Scripps*  obligations 
to,  and  the  rights  of,  the  United  States  Government,  if  any, 
which  arise  or  result  from  Scripps'  receipt  of  research  support 
from  the  United  State  Government."  This  provision,  together  with 
a  "severability"  provision  that  takes  effect  in  the  event  "any 
term  or  other  provision  of  this  Agreement  is  invalid,  illegal,  or 
incapzdDle  of  being  enforced  by  any  Law  or  public  policy  .  .  .,  " 
reflects  the  parties  acknowledgement  of  the  fact  that  federal  law 
will  take  precedence  over  any  inconsistent  contractual 
obligations  that  may  be  contained  in  the  agreement.   These  two 
provisions  should  allay  any  concerns  that  Scripps  and  Sandoz  have 
attempted  to  enter  into  a  contract  that  is  contrary  to  federal 
law  or  the  spirit  of  the  Act. 
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It  should  be  noted  that  all  of  Scripps'  corporate 
sponsors  have  acknowledged  that  the  federal  government  can  attach 
new  terms  and  conditions  to  its  grant  awards  to  institutions  like 
Scripps,  and  that  any  rights  Scripps  conveys  to  a  third  party  are 
subject  to  the  right  of  the  government  to  make  such  changes. 
The  Sandoz  Agreement  Does  Not  Impinge  Academic  Freedom  at  Scrjpps 

The  maintenance  of  academic  freedom  is  critical  to 
Scripps  and  its  faculty.   The  NIH  grant  award  process  involves 
peer  review  of  published  research  results.   Most  scientific 
journals  require,  as  a  condition  for  publication,  that  the 
scientist-author  commit  to  sharing  materials  described  in  a 
publication  with  other  academic  scientists  for  purposes  of 
confirming  or  extending  the  published  research  results. 
Therefore  Scripps  cannot  and  would  not  jeopardize  the  academic 
freedom  of  its  scientists. 

Under  its  agreement  with  Sandoz,  Scripps  retains  the 
right  to  pursue  research  goals  which  Scripps,  in  its  sole 
discretion,  determines  are  worthy  of  pursuit.   In  addition, 
Scripps  retains  the  "right  to  publish  (whether  orally,  in  %n:iting 
or  otherwise)  results  of  its  research  in  accordance  with  Scripps' 
policies  which  encourage  publication  of  all  research  conducted  at 
Scripps."  Finally,  Scripps  retains  the  right  to  use  any  research 
results  it  produces  for  its  "own  educational  and  research 
purposes  and  the  educational  and  research  purposes  of  any  other 
non-profit  organization  or  any  university,  without  Scripps  or  any 
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other  non-profit  organization  or  university  being  obligated  to 
pay  Sandoz  any  royalties  or  other  compensation  related  thereto." 
That  right  includes  the  eUaility  of  Scripps  to  "continue  its 
customary  practices  of  transferring  materials,"  such  as 
recombinant  DMA,  cell  lines,  new  compounds,  and  the  like  to  other 
non-profit  organizations  and  universities  for  educational  zmd 
research  purposes. 

Ethi«?ftl  Stflndardg  at  ggrippg 

Scripps  employees  are  required  to  maintain  high 
standards  of  ethical  conduct  in  their  relationships  with  grant 
agencies  and  industry.   Each  Scripps  employee  is  required  to  (1) 
reject  any  arrangement  involving  unlawful  or  unethical  conduct, 
(2)  be  under  no  influence  which  may  cause  him/her  to  serve 
his/her  own  or  someone  else's  interests  rather  than  that  of 
Scripps,  (3)  avoid  any  arrangement,  investment,  employment 
relationship  or  interest  which  is  or  appears  to  be  contrary  to  or 
in  conflict  with  the  best  interest  of  Scripps  or  in  any  way  may 
impair  the  employee's  performance  of  duties  or  the  exercise  of 
independent  judgment,  (4)  maintain  security  of  confidential  or 
privileged  information  relating  to  Scripps  activities,  and  (5) 
inform  his/her  supervisor  of  any  incident  or  potential  situation 
concerning  unethical  behavior  or  conduct,  conflict  of  interest  or 
lack  of  information  security. 

Scripps  employees  must  have  all  consulting  arrangements 
reviewed  by  the  Scripps  Office  of  Technology  Transfer  for 
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potential  conflicts  of  interest.   Presently,  one  junior  faculty 
member  has  a  consulting  agreement  with  Sandoz.  Twenty-five 
faculty  members,  twelve  of  whom  are  senior,  have  or  have  had 
consultancies  with  J&J. 

Scripps  has  never  had  any  private  consulting  or  vendor 
agreements  with  any  members  of  its  Board  of  Trustees,  officers  or 
employees. 

Siimmai-y 

Scripps  performs  basic  biomedical  research.   It  does 
not  have  the  expertise  and  resources  to  translate  the  fruits  of 
its  research  into  commercial  products.  However,  Scripps  has 
effectively  used  the  mechanisms  set  out  in  the  Bayh-Dole  Act  to 
make  important  new  therapies  available  to  the  public.  The  Bayh- 
Dole  Act  has  provided  Scripps  with  access  to  significant  sources 
of  non-governmental  funding  for  its  research  programs.  The 
corporate  relationships  at  Scripps  fostered  by  the  Bayh-Dole  Act 
are  managed  so  as  to  preserve  academic  freedom  and  ethical 
standards. 
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Awards: 


Salute  to  Medical  Progress  Award,  Chicago,  1966. 

Distinguished  Alumni  Award,  University  of  Chicago  School  of  Medicine.  1973. 
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National  Heart,  Lung  and  Blood  Institute  MERIT  Award,  1987. 
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Bruce  K.  Wiseman  Memorial  Lecture,  Ohio  Stale  University,  Columbus.  OH,  May  1969. 

Cleve  EwcU  Memorial  Lecture,  74th  Convention  and  Scientific  Assembly.  National  Medical  AsoaicD, 

San  Francisco,  CA,  August  1 969. 

Henry  Stratton  Lecnire,  American  Society  of  Hematology,  Atlanta,  GA,  December  1974. 

Paul  M.  Aggclcr  Lecnirc,  San  Francisco,  CA,  October  1976. 

Rufiis  Cole  Lecture  Rockefeller  University,  New  York,  NY,  March  1977. 

Unger  Memorial  Lecmre,  Mt  Sinai  Hospital,  Cleveland,  OH.  October  1977. 

Mary  H.  Edens  Medical  Genetics  Lectureship,  University  of  Texas  Medical  Branch,Galveston,  Texas, 

December  1977. 

John  and  Oral  Sebclin  Lecture,  University  of  Iowa,  May  1978. 

Gifford-Hill  Visiting  Professor,  University  of  Texas,  June  1979. 

Austin  S.  Wcisbcrger  Visiting  Professor  of  Medicine,  Case  Western  University.  November  1980. 

Rcdlich  Lectureship  in  Hematology,  Cedars-Sinai  Medical  Center,  January  1981. 
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William  C.  Moloney  Lecture,  Brigham  and  Women's  Hospital,  Harvard  Medical  School, 

Boston,  Massachusetts,  November  20,  1992. 
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Member,  Ad  Hoc  Committee  on  lion  Metabolism,  Department  of  Drugs,  A.M.A.,  1965-1967. 
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Member  of  Board  and  Hemopoietic  System  Research  Evaluation  Committee,  Veterans  Administration, 
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Member  of  Hematology  Study  Section,  NTH,  1970-1974. 

Member  of  Committee  of  Revision  US.  Pharmacopeia,  1970-1974. 

Consultant,  Ad  Hoc  Committee  on  Adenine  Specification,  National  Research  Council  of  the  National 

Academy  of  Sciences,  1971. 

Member,  Board  of  Directors,  International  Committee  for  Standardization  in  Haematology,  1972. 

President,  1979-1980. 

Member,  Ad  Hoc  Contunittce  on  Sickle  Cell  Disease,  National  Research  Council,  1972. 

Member,  Advisory  Committee  on  Sickle  Cell  Anemia,  Department  of  Public  Health,  State  of  CaHfomia, 

1972-1974. 

Member,  Medical  Advisory  Committee  Red  Cross  Blood  Program,  1972-1978. 

Member,  Research  Review  Committee  for  the  American  National  Red  Cross  Blood  Program,  1973-1977 


149 


Ernest  Bcutler,  M.D. 
Pages 
Curriculum  Vitae 


Member,  Hemoglobinopathy  Task  Force,  Center  for  Disease  Control,  Atlanta,  Georgia,  1973-1974. 

Consultant,  Veterans  Administration  Cooperative  Study  on  the  Sickle  Cell  Trait,  1973-1975. 
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Member,  Cystic  Fibrosis  Foundation  Scientific  Advisory  Council,  1976-1978. 
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Member,  PRP,  Inc.,  Clinical  Transftision  Committee,  1990- 
Mcmbcr,  Baxter  Healthcare  Scientific  Advisory  Board,  1991- 
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A SANDOZ 


TIMOTHY  G  ROTHWtU 

PRE50ENT  AND  CHIEF  EttCUTIVt  OfFCER 


March  5,  1993 


The  Honorable  Ron  Hyden 

Chairman 

House  Subconffllttee  on  Regulation, 

Business  Opportunities  and  Technology 
B-363  Rayburn  House  Office  Building 
Washington,  DC   20515-6318 

Dear  Chairman  Hyden: 

Thank  you  for  your  letter  dated  February  25,  1993, 
relating  to  the  Subcommittee's  'inquiry  into  business 
relationships  between  independent,  tax-exempt  medical  research 
institutes  which  may  receive  a  significant  degree  of  federal 
grant  support,  and  private  companies  intent  on  commercializing 
drug  or  device  discoveries  from  those  institutions.* 

Since  I  will  be  out  of  the  country  during  the 
Subcommittee's  March  11  hearing,  I  will  be  unable  to  be 
present.   He  are  pleased  to  answer  the  specific  questions  set 
forth  in  your  letter. 

1.   Please  describe  the  elements  of  the  agreement  between 

Scrlpps  and  Sandoz,  with  particular  regard  to  exclusivity 
in  the  transfer  of  technologies  from  Scrlpps  to  Sandoz, 
and  the  value  Scrlpps  will  receive  in  return  for  those 
technology  rights. 

As  discussed  with  Messrs.  Jennlng  and  Forrer  of  your 
staff  yesterday,  we  understand  that  TSRI  will  submit  our  option 
and  proposal  for  a  research  agreement  to  NIH,  a  decision  which 
I  support.   Accordingly,  it  is  expected  that  you  and  your  staff 
will  have  access  to  those  documents  within  the  very  near 
future.   Our  proposed  arrangement  speaks  for  itself.   He  only 
would  note  that,  if  we  exercise  our  option  to  enter  into  a 
research  agreement,  it  will  not  take  effect  for  several  years, 
at  least. 
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We  are  proud  of  our  anticipated  collaboration  with 
TSRI.   We  request  that  the  proprietary  terms  of  the  proposal  be 
kept  confidential  (their  release  can  only  benefit  our 
competitors) .   We  confidently  stand  by  the  terms  of  our 
relationship.   For  those  reasons,  we  feel  that  it  was  in  the 
best  interest  of  the  future  of  America's  biomedical  research 
community  —  the  preeminent,  worldwide  leader  in  this  field  — 
that  the  TSRI  documents  were  submitted  to  NIH.   In  that  way, 
they  can  be  openly  examined  in  an  informed  manner,  without 
being  subject  to  mischaracterization  or  oversimplification. 

Finally,  we  wish  to  address  your  question  regarding 
the  purported  "value"  of  this  agreement.   It  is  impossible  for 
Sandoz  Pharmaceuticals  to  quantify  the  "value,"  that  TSRI  might 
receive.   The  "value"  to  Sandoz  Pharmaceuticals  is  in  the 
opportunity  to  collaborate  with  a  leading  biomedical  research 
institution  with  the  possibility  —  at  some  undefined  future 
point  —  of  providing  tangible  benefits  of  measurable 
practical  value  to  the  American  consumer  by  commercializing 
technologies  developed  under  the  agreement. 

2.    To  what  extent  did  Sandoz  confer  or  consult  with  NIH  prior 
to  the  signing  of  this  agreement? 

In  accordance  with  existing  laws,  policies,  and 
practices  pertaining  to  this  issue,  we  did  not  consider  it 
necessary  or  even  appropriate  to  consult  with  NIH  prior  to  the 
signing  of  our  option  agreement. 

a.    Do  you  believe  that  such  consultations  are  appropriate  in 
light  of  the  significant  degree  of  support  Scripps 
receives  from  the  federal  government,  and  the  likelihood 
that  federal  grants  will  support  at  least  some 
technologies  of  interest  to  Sandoz? 

This  question  would  be  most  appropriately  answered  by 
Federal  grantees  and  other  recipients  of  Federal  funding. 

We  simply  note  that,  during  our  review  of  the 
governing  laws  both  before,  during,  and  after  our  negotiations 
with  TSRI,  we  did  not  find  even  the  suggestion  —  much  less  the 
mandate  —  that  grantees  and/or  their  private  collaborating 
partners  should  consult  with  NIH  or  other  agencies  before 
entering  private  biomedical  research  agreements  such  as  the  one 
which  Sandoz  Pharmaceuticals  entered  with  TSRI. 
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b.  In  your  view,  what  rights  does  NIH  have  to  demand 
information  regarding  the  Sandoz  agreement? 

We  are  not  aware  of  any  law,  regulation,  or  policy 
which  grants  NIH  any  consulting  or  related  authority  with 
respect  to  this  or  similar  agreements.   Unquestionably,  NIH  and 
other  Federal  agencies  possess  statutorily-mandated  audit 
authority.   Sandoz  Pharmaceuticals  will  leave  evaluations  of 
whether  or  not  that  audit  authority  was  appropriately  exercised 
in  the  TSRI-NIH  matter  to  those  who  regularly  make  such 
judgments.   More  importantly,  our  own  legal  analysis  of  that 
audit  authority  leads  us  to  conclude  that  its  breadth,  in  fact, 
may  be  unclear  in  some  respects.   That  determination  must  be 
made,  in  the  first  instance,  by  agency  personnel  who  seek  to 
exercise  the  authority. 

3.  Given  the  scope  and  breadth  of  federal  support  of  Scripps' 
research,  does  NIH  play  any  role  in  the  development  of 
pricing  of  drugs  which  may  be  commercialized  from  that 
activity? 

Based  upon  Sandoz  Pharmaceuticals'  review  of  the 
governing  laws  and  policies,  there  is  no  role  that  current  law 
grants  to  NIH  in  the  pricing  of  products  developed  as  a  result 
of  our  private  biomedical  research  agreement  with  TSRI. 

a.    If  not,  is  it  your  belief  that  the  federal  government 

should  play  some  consultive  role  in  the  pricing  of  drugs 
or  devices  which  may  result  from  technologies  developed  at 
the  institute? 

Issues  of  whether  current  policy  on  this  subject  is 
suitable  to  the  task  or  should  be  modified  to  give  NIH  a  role 
are  more  suitably  answered  by  Federal  grantees  and  others  who 
receive  Federal  funding.   On  an  individual  corporate  basis, 
Sandoz  Pharmaceuticals  would  simply  note  that  the  inclusion  of 
any  third  party  —  governmental  or  private  —  in  proprietary 
pricing  decisions  could  create  a  significant  disincentive  to 
the  willingness  of  private  industry  to  engage  in  collaborative 
biomedical  research. 

4.  Please  describe  the  degree  of  cooperation  you  have 
extended  to  the  NIH  in  its  inquiries  regarding  the 
arrangement  with  Scripps. 


212 


The  Honorable  Ron  Hyden  CONFIDENTIAL 

March  5,  1993 
Page  4 


Sandoz  Pharmaceuticals  has  not  received  any 
cominunication  from  NIH  relating  to  our  agreement  with  TSRI.   We 
stand  willing  to  cooperate  with  the  NIH  in  any  appropriate 
manner,  upon  request. 

5.  Scripps  receives  a  significant  level  of  federal  funding. 
Would  this  level  of  funding  likely  continue  even  during 
the  term  of  the  ten-year,  exclusive  agreement  with  Sandoz? 

Sandoz  Pharmaceuticals  has  no  basis  upon  which  to 
comment  on  the  possibility  that  TSRI  may  continue  receiving 
Federal  grants  or  other  Federal  funding.   This  question  would 
appear  to  be  addressed  most  appropriately  to  NIH  and  any  other 
Federal  agencies  that  are  providing  funding  to  TSRI. 

a.    If  yes,  isn't  it  apparent  that  this  drug  company  is 

receiving  a  significant  taxpayer  financed  subsidy  without 
offering  the  government  any  opportunity  to  (1)  approve  the 
agreement  with  the  institute,  or  (2)  confer  on  the  pricing 
of  drugs  or  devices  which  may  result? 

Sandoz  Pharmaceuticals  is  not  in  a  position  to 
comment  on  the  likelihood  that  Federal  funding  will  continue 
flowing  to  TSRI.   Consequently,  we  are  unable  to  respond  to 
this  question. 

6.  I  have  suggested  that  unless  or  until  the  government  has 
the  opportunity  to  play  a  meaningful  role  (see  question 
#4),  NIH  funding  to  these  private  research  institutions 
ought  to  be  withheld.   Please  comment  on  this  proposal. 

We  are  not  aware  of  any  existing  legal  authority  for 
withholding  funds  on  this  basis.   However,  we  feel  such  a 
practice  would  have  a  chilling  effect  on  the  important  concept 
of  CRADA  research. 

a.   Are  there  other  ways  for  the  government  to  exercise  some 
control,  and  demonstrably  protect  the  public  interest  and 
investment,  in  situations  like  the  Scripps-Sandoz 
arrangement? 

We  recognize  that  there  are  many  policy  options  in 
this  area  that  might  eventually  be  adopted  by  Congress.   We 
will  comply  with  the  letter  and  the  spirit  of  any  new  policies 
that  are  adopted.   At  this  time,  however,  we  are  not  in  a 
position  to  comment  one  way  or  the  other  on  such  options. 
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7.  This  siibcommittee  also  is  concerned  about  the  public 
interest  so  far  as  it  is  involved  in  the  development  of 
technology  transfer  arrangements  between  private  drug  or 
device  manufacturers  whose  owners  may  also  be  officers, 
directors  or  key  personnel  in  private,  non-profit  and  tax- 
exempt  research  institutions.   There  is  some  concern  by 
this  member,  and  apparently  by  other  members,  that  the 
tax-exempt  status  of  the  institutions  may  be  used  in  a  way 
not  envisioned  by  Congress  in  these  arrangements.   In 
particular,  access  by  government  subsidized  technologies 
may  be  awarded  non-competitively,  and  to  corporate 
•insiders.*   Do  you  share  this  concern? 

We  have  no  position  at  this  time.   We  have  not  had 
the  opportunity  to  examine  this  issue  and  are  accordingly 
unable  to  offer  any  constructive  comments  to  the  Subcommittee. 

a.  If  yes,  what  procedural,  regulatory,  or  legislative 
changes  would  you  suggest  to  close  loopholes  or  end 
abuses? 

Sandoz  Pharmaceuticals  has  no  position  on  those 
issues  at  this  time. 

8.  Does  Sandoz,  either  in  its  contract  with  Scripps  or  in 
individual  agreements  with  individuals  at  the  institution, 
currently  have  private  consulting  arrangements  or  other 
kinds  of  personal  services  contracts  with  (1)  officers  of 
Scripps,  (2)  members  of  the  Scripps  board  of  directors,  or 
(3)  other  key  Scripps  personnel  such  as  senior  scientists, 
project  researchers  or  department  heads? 

a.  If  yes,  please  describe  the  scope  of  those  contracts  or 
agreements  including  the  names  and  titles  of  Scripps 
personnel  involved,  their  remuneration  from  Sandoz  and  the 
type  of  work  those  persons  will  do  for  the  drug  company. 

b.  If  these  arrangements  exist,  please  provide  the  dates 
contracts  were  signed,  and  the  date  when  they  were  to 
become  effective. 

Sandoz  Pharmaceuticals  does  not,  to  the  best  of  my 
knowledge,  have  any  such  agreements.   I  understand  that  our 
Swiss  affiliate  has  one  agreement  with  a  TSRI  scientist  which 
provides  for  remuneration  for  specific  services  on  a  daily  fee 
basis. 
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He  appreciate  having  this  opportunity  to  provide  the 
above  answers  to  the  Subcommittee. 


Sincerely  yours,   ^ 

Timothy  G.  Rothwell 
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I3SO  EYE  STREET  N  W 

SUITE  SIO 

WASHINGTON.  DC   20005-3305 

TEL    12021408-9482 

FAX  I202I  40B-9490 


March  10.  1993 


Mr.  Steven  C.  Jenning 

Staff  Director 

Committee  on  Small  Business 

Subcommittee  on  Regulation,  Business 

Opportunities  and  Energy 
Room  B-363  Raybum  House  Office  Building 
Washington.  D.C.  20515 

Dear  Mr.  Jenning: 

In  response  to  your  letter  dated  February  26.  1993  we  wish  to  provide  you  with  the 
following  answers  to  your  questions. 

1 .  Q.  Please  describe  the  elements  of  the  agreement  between  Scripps  and  J&J.  with  particular 
regard  to  exclusivity  in  the  transfer  of  technologies  from  Scripps  to  J&J.  and  the  value 
Scripps  will,  or  has  received  in  return  for  those  technology  rights. 

A.  Our  understanding  is  that  Scripps  provided  NIH  with  our  general  funding  agreement  on 
3/8/93.  The  agreement  is  several  hundred  pages  and  difficult  to  summarize  in  a 
paragraph.  Additionally,  we  understand  that  Scripps  has  disclosed  to  the  NIH  the 
existence  of  our  other  funding  agreements  with  Scripps. 


2.  Q.  To  what  extent  did  J&J  confer  or  consult  wdth  NIH  prior  to  the  signing  of  this 
agreement? 

Do  you  believe  that  such  consulutions  are  appropriate  in  light  of  the  significant  degree 
of  support  Scripps  receives  from  the  federal  government,  and  the  likelihood  that  federal 
grants  will  support  at  least  some  technologies  of  interest  to  J&J? 

In  your  view,  what  rights  does  NIH  have  to  demand  information  regarding  the  J&J 
agreement? 

A.    We  did  not  consult  with  NIH  prior  to  signing  our  1981  and  1987  Agreements  with 
Scripps,  and  we  are  not  aware  of  any  obligation  to  do  so.  We  are  not  aware  of  any 
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rights  the  NiH  has  to  demand  information  from  J8().    In  any  event  we  intend  to 
cooperate  with  such  requests. 


Q.  Given  the  scope  and  breadth  of  federal  support  of  Scripps*  research,  does  NIH  play  any 
role  in  the  development  of  pricing  of  drugs  which  may  be  commercialized  from  that 
activity? 

If  not,  is  it  your  belief  that  the  federal  government  should  play  some  consultive  role  in 
the  pricing  of  drugs  or  devices  which  may  result  from  technologies  developed  at  the 
institute? 

A.  NIH  has  played  no  role  in  pricing  drugs  from  Scripps  activity.  After  more  than  1 1  years 
of  providing  major  funding  to  Scripps,  J&J  had  the  first  drug  approved  on  February  26. 
1 993  for  a  very  small  patient  population. 

We  do  not  believe  that  NIH  should  play  a  consultive  role  in  pricing. 

Additionally,  it  is  our  opinion  if  NIH  or  any  other  governmental  agency  is  a  determining 
factor  in  setting  prices  of  new  products  that  may  have  originally  been  researched  by 
academia,  it  could  devastate  one  of  the  most  entrepreneurial,  high-tech,  competitive 
industries;  that  being  biotechnology.  As  most  of  these  companies  are  started  with  ideas 
from  academic  institutions,  the  venture  capital  companies  will  not  want  to  provide  the 
seed  money  to  start-up  companies  who  operate  in  a  price  controlled  environment.  One 
can  already  see  the  reaction  from  the  investment  community  to  biotech  stocks  due  to 
comments  made  by  government  officials. 


4.  Q.   Please  describe  the  degree  of  cooperation  you  have  extended  to  the  NIH  in  its  inquiries 
regarding  the  arrangement  with  Scripps. 

A.    We  have  asked  Scripps  to  fully  cooperate  with  NIH  since  we  have  not  been  contacted 
directly  by  NIH. 


5.  Q.  To  your  knowledge,  what  return  if  any  has  the  NIH,  the  federal  government  more 
generally,  or  the  taxpayer,  received  from  the  exclusive  arrangement  between  Scripps 
and  J8{1? 

A    The  NIH,  the  federal  government  and  taxpayers  have  benefitted  from  enhanced  funding 
of  NIH-funded  projects,  resulting  in  advancements  of  basic  research. 


(Also,  see  answer  to  #3.) 
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6.  Q.  I  have  suggested  that  unless  or  until  the  government  has  the  opportunity  to  play  a 
meaningful  role  (see  question  #4),  NIH  funding  to  these  private  research  institutions 
ought  to  be  withheld. 

Please  comment  on  this  proposal. 

A.    We  do  not  think  it  is  appropriate  for  us  to  comment  on  this  issue. 


6.  (cont.) 

Q.  Are  there  other  ways  for  the  government  to  exercise  some  control,  and  demonstrably 
protect  the  public  interest  and  investment,  in  situations  like  the  Scripps-Sandoz,  or 
Scripps-J&J  arrangements? 

A.  We  believe  that  the  public  is  well-served  by  the  private  and  public  sectors  working 
together  in  basic  research  which  leads  to  practical  applications  of  the  technology. 
These  public/private  collaborations  benefit  the  American  public. 

Additionally,  coliaborarions,  such  as  the  one  we  have  with  Scripps,  can  benefit  the 
global  competitiveness  of  the  U.S.  healthcare  industry. 


Q.  This  subcommittee  also  is  concerned  about  the  public  interest  so  far  as  it  is  involved 
in  the  development  of  technology  transfer  arrangements  between  private  drug  or  device 
manufacturers  whose  owners  may  also  be  officers,  directors  or  key  personnel  in  private, 
non-profit  and  tax-exempt  research  institutions. 

There  is  some  concern  by  this  member,  and  apparently  by  other  members,  that  the  tax- 
exempt  status  of  the  institutions  may  be  used  in  a  vay  not  envisioned  by  Congress  in 
these  arrangements.  In  particular,  access  to  government  subsidized  technologies  may 
be  awarded  non<ompetitively,  and  to  corporate  "insiders." 

Do  you  share  this  concern? 

If  yes,  what  procedural,  regulatory  or  legislative  changes  would  you  suggest  to  close 
loopholes  or  end  abuses? 


A.  We  would  hope  that  the  ethics  of  the  people  involved  would  preclude  any  problems  of 
conflict  of  interest.  However,  most  institutions  are  set  up  to  work  with  private  industiy 
and  are  capable  of  balancing  these  interests. 
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7.  Q.  Does  J&J,  either  in  its  contract  with  Scripps  or  in  individual  agreements  with  individuals 
at  the  institution,  currently  have  private  consulting  arrangements  or  other  kinds  of 
personal  services  contracts  with  (1 )  officers  of  Scripps.  (2)  members  of  the  Scripps  board 
of  directors,  or  (3)  other  key  Scripps  personnel  such  as  senior  scientists,  project 
researchers  or  department  heads? 

If  yes.  please  describe  the  scope  of  those  contracts  or  agreements  including  the  names 
and  titles  of  Scripps  personnel  involved,  their  remuneration  from  J&J  and  the  type  of 
work  those  persons  have  done  for  the  drug  company. 

If  these  arrangements  exist,  please  provide  the  dates  contracts  were  signed,  and  the 
dates  when  they  were  to  become  effective. 

A.    We  have  consulting  agreements  with  academic  personnel  at  Scripps.   A  list  of  these 
agreements  is  attached. 


Please  let  me  know  if  I  may  be  of  further  assistance. 

Sincerely, 


Attachment 
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.199?  sqpipPS 

COHSUj^TING  AGREEMENT? 

FIELD 

TERM 

CONTRACTED 

OF 

OF 

AMOUNT 

PERSON 

STUDY 

AGREEMENT 

fSOOOl 

Lerner 

Immuno* 

Thru  1994 

60  (Per  Year) 

Dixon 

Immuno 

Annual 

30 

Burton 

Immuno 

Annual 

12.5 

Barbas 

Immuno 

Annual 

12 

Wilson 

Immuno 

Annual 

5 

Ulevitch 

Infect** 

Annual 

18 

Tobias 

Infect 

Annual 

Mathison 

Infect 

Annual 

Glenne 

Infect 

Annual 

Grinshaw 

Infect 

Annual 

10 

McMillan 

Diagnostic 

Semi-annual 

2.5 

Curtiss 

Diagnostic 

Serai-annual 

Nakamura 

Diagnostic 

Semi-annual 

12.5 

* Immuno  = 
**Infect 


Immunology 
=  Infectious  Disease 


3/9/93 
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FOR  nmTHCR  INFOflMATION  CONTACT: 

Craig  Bum!.  M.D. 
(202)  223-6262 

SOBMXTTBD  rOR  THB  RECORD 

OF  THB  HXARIKO  HSLO  BY 

THB  HO08B  BUBCOMMITTBB  OM 

RBOULATZOV,  BD8ZMB88  OPPORTTOITIBB,  XKD   TBCHMOLOOY 

BY 

SMDOS  PHARMACBUTZCALB  CORPORATION 

Mareh  11,  19*3 

SANDOZ  PHARMACEUTICALS  CORPORATION  IS  PLEASED  TO 
SUPPLEMENT  THE  RECORD  OF  THE  HEARING  WHICH  THE  SUBCOMMITTEE  HAS 
CONVENED  THIS  MORNING  CONCERNING  COLLABORATIVE  BIOMEDICAL 
RESEARCH  AGREEMENTS  BETWEEN  PRIVATE  INDUSTRY  AND  PRIVATE  RESEARCH 
INSTITUTIONS. 

WE  ARE  SUBMITTING  THIS  STATEMENT  SINCE  TIMOTHY 
ROTHWELL,  PRESIDENT  AND  CHIEF  EXECUTIVE  OFFICER  OF  SANDOZ 
PHARMACEUTICALS  CORPORATION,  WAS  UNABLE  TO  APPEAR  BECAUSE  HE  HAD 
PREVIOUS  COMMITMENTS  WHICH  PREVIOUSLY  WERE  COMMUNICATED  TO  THE 
CHAIRMAN. 

THERE  HAVE  BEEN  CERTAIN  CRITICISMS  OF  THE  PROPOSED 
COLLABORATION  BETWEEN  THE  SCRIPPS  RESEARCH  INSTITUTE  AND  SANDOZ 
PHARMACEUTICALS  BECAUSE  SANDOZ  IS  A  FOREIGN  COMPANY.   AT  THE 
OUTSET,  WE  WANT  TO  DISPEL  THE  NOTION  THAT  BEING  FOREIGN  IS  BAD. 

WHILE  OUR  PARENT  C(»(PANY  IS  A  SWISS  COMPKHY .    THE  SANDOZ 
PRESENCE  IN  THE  UNITED  STATES  IS«  INDEED,  DECIDEDLY  AMERICAN. 
SINCE  1919,  WHEN  SANDOZ  CHEMICAL  WORKS  WAS  INCORPORATED  IN  THE 
STATE  OP  NEW  YORK,  WE  HAVE  MADE  A  SUBSTANTIAL  AND  EVER-INCREASING 
IMPACT  UPON  THE  AMERICAN  ECONOMY. 
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THE  U.S.  SANDOZ  COMPANIES  NOW  EMPLOY  ABOUT  12,000 
PEOPLE  IN  THIS  COUNTRY,  AND  SANDOZ  EMPLOYEES  WILL  BE  FOUND  IN 
EVERY  ONE  OF  THE  50  STATES.   SUBSTANTIAL  SANDOZ  FACILITIES  ARE 
LOCATED  IN  11  STATES.   ALL  OF  THE  BUSINESS  ENTITIES  ARE  AMERICAN 
COMPANIES,  AND  THE  VAST  MAJORITY  OF  OUR  EMPLOYEES  AND  TOP 
EXECUTIVES  IN  THIS  COUNTRY  ARE  AMERICANS.   NOT  ONLY  DO  WE  PAY 
SUBSTANTIAL  CORPORATE  TAXES,  BUT  OUR  U.S.  PAYROLL  RESULTS  IN 
ADDITIONAL  TAXES  TO  THE  FEDERAL  AND  STATE  GOVERNMENTS  OF  WELL 
OVER  $100,000,000. 

BECAUSE  OF  OUR  COMMITMENT  TO  THE  U.S.  ECONOMY  AND  THE 
COMMUNITIES  IN  WHICH  WE  OPERATE,  WE  FIND  ANY  SUGGESTIONS  THAT  WE 
ARE  "BUYING"  AMERICAN  TECHNOLOGY  PARTICULARLY  DISTURBING.   WHILE 
AT  HARVARD,  LABOR  SECRETARY  ROBERT  REICH  JOINED  MANY  LEADING 
ECONOMISTS  IN  MAKING  A  PERSUASIVE  CASE  THAT  THE  LOCATION  OF  A 
CORPORATION'S  HEADQUARTERS  IS  FAR  LESS  IMPORTANT  THAN  ITS 
COMMITMENT  TO  CREATING  AND  MAINTAINING  HIGH-WAGE,  HIGH-SKILL  JOBS 
IN  THE  UNITED  STATES.   IN  "WHO  IS  US?,"  REICH  ARGUES  THAT, 
"OWNERSHIP  OF  THE  CORPORATION  IS  PROFOUNDLY  LESS  RELEVANT  TO 
AMERICA'S  ECONOMIC  FUTURE  THAN  THE  SKILLS,  TRAINING,  AND 
KNOWLEDGE  COMMANDED  BY  AMERICAN  WORKERS  —  WORKERS  WHO  ARE 
INCREASINGLY  EMPLOYED  WITHIN  THE  UNITED  STATES  BY  FOREIGN-OWNED 
CORPORATIONS."   SANDOZ  PHARMACEUTICAL'S  CORPORATE  NATIONALITY  IS 
LESS  IMPORTANT  THAN  THE  BENEFITS  WE  PROVIDE  OUR  EMPLOYEES,  OUR 
CUSTOMERS,  AND  OUR  ECONOMY.   IN  PRESIDENT  CLINTON'S  OWN  WORDS  (AS 
STATED  IN  HIS  INAUGURAL  ADDRESS) ,  "THERE  IS  NO  LONGER  A  CLEAR 
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DIVISION  BETWEEN  WHAT  IS  FOREIGN  AND  WHAT  IS  DOMESTIC."   IN  SUM, 
SCIENCE  KNOWS  NO  BOUNDARIES. 

SANDOZ  PHARMACEUTICALS  STANDS  READY  TO  COOPERATE  WITH 
THE  SUBCOMMITTEE  IN  ITS  CONSIDERATION  OF  THE  PUBLIC  POLICY  ISSUES 
UNDERLYING  BIOMEDICAL  RESEARCH  AGREEMENTS  SUCH  AS  THE  OPTION  AND 
PROPOSAL  FOR  A  RESEARCH  AGREEMENT  BETWEEN  SANDOZ  AND  SCRIPPS.   WE 
TRUST  THAT  THE  SUBCOMMITTEE  WILL  CONDUCT  A  COMPREHENSIVE  REVIEW 
OF  ALL  SUCH  AGREEMENTS,  AND  WE  LOOK  FORWARD  TO  TESTIFYING  BEFORE 
THE  SUBCOMMITTEE  IN  THAT  CONTEXT. 

HOWEVER,  THE  SUBCOMMITTEE  WILL  NOT  EXAMINE  THOSE 
BROADER  ISSUES  TODAY,  SINCE  NIH  HAS  NOT  YET  POSSIBLY  HAD  TIME  TO 
ANALYZE  ALL  SUCH  AGREEMENTS.   THEREFORE,  ANY  MESSAGE  FLOWING  FROM 
THIS  MORNING'S  HEARING  IS  LIKELY  TO  BE  A  FRAGMENTED  ONE. 
FRANKLY,  IT  IS  UNCLEAR  TO  US  WHY  THE  SUBCOMMITTEE  HAS  FOCUSED  ON 
THE  BIOMEDICAL  RESEARCH  AGREEMENT  THAT  HAS  BEEN  PROPOSED  BETWEEN 
OUR  COMPANY  AND  SCRIPPS.   ITS  DECISION  TO  DO  SO  IS  PARTICULARLY 
CONFUSING  TO  US  SINCE  NOT  ONLY  IS  ITS  VALIDITY  UNDER  EXISTING 
LAWS  UNQUESTIONED,  BUT  IT  IS  ALSO  TOTALLY  CONSISTENT  WITH  THE 
POLICY  OBJECTIVES  CONGRESS  SOUGHT  TO  ACHIEVE  IN  THE  BAYH-DOLE 
ACT.   (THOSE  POLICY  OBJECTIVES  ARE  DESCRIBED  IN  THE  APPENDED 
MATERIALS) .   NONETHELESS,   SANDOZ  PHARMACEUTICALS  WILL  TAKE  THIS 
OPPORTUNITY  TO  BRIEFLY  PROVIDE  SOME  GENERAL  CONTEXT  TO  THE 
PROPOSED  AGREEMENT  AND  TO  DESCRIBE  THE  IMPLICATIONS  OF  SUCH 
COLLABORATIVE  EFFORTS  FOR  SANDOZ  PHARMACEUTICALS  AND  THE 
BIOMEDICAL  RESEARCH  COMMUNITY  IN  GENERAL. 
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A  PROPOSED  AGREEMENT  WITH  SCRIPPS  WAS  DISCUSSED 
BECAUSE  SANDOZ  PHARMACEUTICALS  RECOGNIZED  THE  INTRINSIC 
SCIENTIFIC  VALUE  OF  COLLABORATING  WITH  A  LEADING  BIOMEDICAL 
RESEARCH  INSTITUTION  SUCH  AS  SCRIPPS.   IF  THE  OPTION  IS 
EVENTUALLY  EXERCISED,  WE  WOULD  ANTICIPATE  THE  POTENTIAL  FOR 
PROVIDING  TANGIBLE  BENEFITS  TO  THE  AMERICAN  CONSUMER.   EVEN  IF 
THAT  POTENTIAL  WERE  NOT  REALIZED,  THE  KNOWLEDGE  THAT  MIGHT  BE 
GAINED  AS  A  RESULT  OF  THE  AGREEMENT  WOULD  CONTRIBUTE 
SIGNIFICANTLY  TO  THE  ADVANCEMENT  OF  SCIENCE  AND  HEALTH  CARE. 
CONSEQUENTLY,  THE  AMERICAN  TAXPAYERS'  INVESTMENT  IN  SCRIPPS  ~ 
THROUGH  GRANTS  AND  OTHER  FEDERAL  FUNDING  —  WOULD  BE 
SIGNIFICANTLY  AUGMENTED,  AS  SCRIPPS  WOULD  CONDUCT  PIVOTAL 
BIOMEDICAL  RESEARCH  WHICH  IT  COULD  NOT  OTHERWISE  AFFORD. 

THERE  IS  NO  DOUBT,  WHATSOEVER,  THAT  COOPERATION  BETWEEN 
PRIVATE  INDUSTRY  AND  NIH  IS  INVALUABLE  TO  OUR  SOCIETY.   A  RECENT 
ARTICLE  PUBLISHED  BY  DR.  STEVEN  M.  PAUL,  THE  FORMER  SCIENTIFIC 
DIRECTOR  OF  THE  NATIONAL  INSTITUTE  OF  MENTAL  HEALTH,  A  DIVISION 
OF  NIH,  APTLY  STATED:   "BUT  BIOMEDICAL  RESEARCH  IS  IN  THE  MIDST 
OF  A  REVOLUTION  THAT  IS  TRANSFORMING  OUR  BASIC  UNDERSTANDING  OF 
DISEASE  AND  OUR  ABILITY  TO  DIAGNOSE  AND  TREAT  PREVIOUSLY  HOPELESS 
CONDITIONS.  .  .  .  THE  GOVERNMENT  CANNOT  PRODUCE  THESE  NEW 
MEDICINES.   OUR  CONTRIBUTIONS  ARE  VALUABLE,  BUT  OUR  PROGRAMS  DO 
BASIC,  RELATIVELY  NONTARGETED  RESEARCH.   WE  SIMPLY  DO  NOT  HAVE 
THE  MONEY,  PERSONNEL,  OR  ORGANIZATION  NEEDED  TO  DEVELOP  SPECIFIC 
DRUGS  AND  TAKE  THE  HIGH  RISKS  OF  BRINGING  THEM  TO  MARKET." 
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IT  IS  PRECISELY  THAT  PHILOSOPHY,  AS  SET  FORTH  SO 
ELOQUENTLY  BY  DR.  PAUL,  THAT  HAS  MOTIVATED  SANDOZ  PHARMACEUTICALS 
TO  CONSIDER  SUCH  AGREEMENTS.   WE  AGREE  WITH  DR.  PAUL  THAT  NO 
GOVERNMENT  CAN  AFFORD  TO  FUND,  DIRECTLY  OR  INDIRECTLY,  THE 
BIOMEDICAL  RESEARCH  NECESSARY  TO  PROVIDE  CONSUMERS  AROUND  THE 
WORLD  WITH  THE  BEST  POSSIBLE  HEALTH  CARE. 

INFORMAL  AND  FORMAL  AGREEMENTS  OF  THIS  NATURE  ~  WITH 
ACADEMIA   ~  HAVE  HELPED  US  TO  ADVANCE  SIGNIFICANTLY  THE  HEALTH 
CARE  AVAILABLE  TO  THE  AMERICAN  PUBLIC.   DURING  THE  PAST  SEVERAL 
YEARS  ALONE,  SANDOZ  PHARMACEUTICALS  HAS  INTRODUCED  FOUR  DRUGS 
CLASSIFIED  AS  1-A  (A  1-A  DRUG  IS  AN  IMPORTANT  NEW  THERAPEUTIC 
ENTITY  —  IN  OTHER  WORDS,  A  BREAKTHROUGH)  BY  THE  FOOD  AND  DRUG 
ADMINISTRATION.   SUCH  INNOVATIVE  PHARMACEUTICAL  PRODUCTS  ARE  A 
REFLECTION  OF  SANDOZ  PHARMACEUTICALS'  INTENSE  R&D 

COMMITMENT.   MORE  IMPORTANTLY,  THEY  WOULD  NOT  HAVE  BEEN  POSSIBLE 
WITHOUT  THE  TIRELESS  EFFORTS  OF  OUR  EMPLOYEES  IN  THE  UNITED 
STATES.   THROUGH  OUR  INCREASING  DEDICATION  TO  ACHIEVING  OUR 
SCIENTIFIC  OBJECTIVES  ~  AND  IN  CONJUNCTION  WITH  THE  MANY 
INSTITUTIONS  WITH  WHOM  WE  CONDUCT  COLLABORATIVE  BIOMEDICAL 
RESEARCH  —  SANDOZ  PHARMACEUTICALS  HOPES  TO  CONTINUE  MAKING 
POSITIVE  CONTRIBUTIONS  TO  THE  HEALTH  OF  AMERICANS  FOR  MANY  YEARS 
TO  COME. 

IN  CONCLUSION,  SANDOZ  PHARMACEUTICALS  IS  CONFIDENT 
THAT,  WHEN  THE  PENDING  INQUIRIES  ARE  COMPLETED,  ALL  PARTIES  WILL 
CONCLUDE  THAT  OUR  PROPOSED  BKMEDICAL  RESEARCH  AGREEMENT  WITH 
SCRIPPS  IS  PROPER  IN  EVERY  RESPECT. 
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the  kind  of  people  who  make  it  possible  for  them  to  do  an  outstand- 
ing job.  .T 
We  have  not  yet  gotten  to  the  point  where  we  trust  the  national 
defense  to  the  private  sector.  There  are  other  jobs  that  the  Goverih 
ment  can  do  well.  Mr.  Chairman,  Senator  Schmitt,  I  think  that  the 
President's  bill  embodies  the  best  of  S.  414,  embodies  the  best  of  3, 
1215.  and  provides  the  additional  extension  for  utilization  in  area^ 
that  neither  of  those  bills  attempt.  I  would  hope  that  we  can  join 
together  in  supporting  the  Presidents  proposal.                              ^^ . 
Thank  you,  Mr.  Chairman.  -j " 
[The  statement  and  materials  referred  to  follow:]  > 

Statement  of  Jordan  J.  Baauch.  Assistant  Secretary  for  Science  and 

Techology,  U.S.  Department  of  Commerce  -^ 

Mr  Chairman,  members  of  the  Committees,  I  appreciate  this  opportunity  to 
appear  before  you  today  to  discuss  government  patent  policy— the  allocation  <if 
nghts  in  patentable  inventions  made  in  the  course  of  federally  sponsored  or  bu)^ 
ported  research  and  development.  Government  patent  policy  bears  a  major  reaponi^ 
bihty  for  the  pace  of  industrial  innovation  in  America  and  for  the  ability  of  tbi 
Federal  agencies  to  attract  the  most  qualified  contractors  to  participate  in  the&i 
research  and  development  work.  In  addition,  government  patent  policy  provides  uj^ 
with  an  opportunity  to  further  the  special  role  in  our  society  played  by  smdn 
businesses  and  nonprofit  organizations.  . . .  ^f^ 

THE   INDUSTRIAL   INNOVATION   PROCESS 

President  Carter,  in  his  Industrial  Innovation  Message  to  the  Congress  of  ( 
31.  19'r9.  emphasized  that: 

"Industrial  innovation — the  development  and  commericalization  of  new  p 
and  processes— is  an  essential  element  of  a  strong  and  growing  American  econc 
It  helps  ensure  economic  vitality,  improved  productivity,  mtemational  competitiT 
ness,  job  creation,  and  an  improved  quality  of  life  for  every  American, 
industrial  innovation  is  necessary  if  we  are  to  solve  some  of  the  Nation'i 
pressing  problems— reducing  inflation,  providing  new  energy  supplies  and 
conserving  existing  supplies,  ensuring  adequate  food  for  the  world's  populati 
protecting  the  environment  and  our  natural  resources,  and  improving  health 

Industrial  mnovation  is  prima-   v  the  responsibility  of  the  private  sector.  1 
economic  system,  the  management  of  every  firm  must  decide  whether  to  ' 
Innovation   is  possible  either  by  developing  and   marketing  new  products 
finding  and  employing  new  ways  of  making  existing  products.  Since  new 
offer  opF>ortunities  for  increased  sales,  and  since  new  processes  can  offer 
ings,  the  profit  motive  provides  a  powerful  stimulus  to  innovative  activity  bj? 
private  sector.  ■       'A 

While  it  is  the  private  decision-maker  who  determines  whether  innovatiba  ' 
place,  the  Federal  government  can  establish  a  climate  which  either  encou  "  ' 
discourages  innovative  activity.  Federal  aaions  affect  innovation  within  the 
the  degree  that  they  affect  the  ability  of  the  firm  to  innovate  or  the 
calculus  of  its  executives. 

The  importance  of  patent  rights 

The  progress  of  an  invention  fix)m  idea  to  commercial  product  or  process 
ly  is  long  and  expensive.  The  temporary  patent  monopoly  provided  for 
Constitution  encourages  an  enterpreneur  to  invest  risk  capital  to  develop  as 
tion  secure  in  the  knowledge  that,  if  his  efforts  are  successful,  he  will  fa 
opportunity  to  obtain  a  return  on  his  investment  before  his  competitors  ai« 
copy  cheaply  what  he  produced  with  such  difficulty.  -iV 

Patent  rights  affect  positively  the  entrepreneur's  ability  to  raise  ritt 
Patent  rights  offer  the  successful  inventor ■«ntrepreneur  a  respite  from  comi 
m  which  to  enjoy  the  friiits  of  sacoeos.  ■■  ^ 

Patent  rights  are  particularly  important  to  small  firms.  Firms  whiiebl 
already  possess  competitive  advantages  such  as  a  popular  trade  name,  0iao[< 
ing  experience,  established  channels  of  distribution,  or  size,  are  more  likely^ 
exclusive  commercial  rights  to  attract  risk  capital  and  recover  comme  ~ 
costs  than  firms  which  do  enjoy  such  advantages.  Given  our  present 
an  important  point. 
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The  record  of  small  innovative  firms 

While  the  record  of  large  innovative  firms  is  substantial,  the  record  of  small 
businesses  based  on  technological  mnovation— especially  those  in  high  technology 
areas— IS  even  more  impressive.  A  1975  study  commissioned  by  the  National  Science 
Foundation  reported  that  m  the  period  from  1953  to  1973  about  one-half  of  the 
major  innovations  produced  by  United  States  mdustry  were  made  by  firms  with 
fewer  than  one  thousand  employees  and  about  one-quarter  were  made  by  firms  with 
fewer  than  100  employees. 

Many  of  you  are  familiar  with  the  study  of  the  Department  of  Commerce  Techni- 
cal .Advisop.-  Board  which  showed  that  in  the  years  from  1969  to  1974,  a  group  of 
large  innovative  firms  experienced  sales  growth  of  13.2  percent  while  a  similar 
gjoup  of  mature  firms  had  11.4  percent  sales  growth.  Despite  the  similarity  of  their 
^owth  in  sales,  employment  in  the  mature  firms  grew  by  only  0  6  percent  while 
employment  in  the  innovative  firms  grew  by  4.3  percent — over  seven  times  as  much. 

In  this  same  period,  a  group  of  young,  high  technology  busmesses  enjoyed  a  sales 
growth  of  42.5  percent — roughly  three  times  as  great  as  their  larger  counterparts 
Their  employment  in  that  period  grew  by  40.7  percent— almost  ten  times  the  rate  of 
the  large  innovative  firms,  and  some  65  times  as  much  as  the  large  mature  firms 

Turnmg  to  the  artual  numbers  for  the  period  studied,  six  large  mature  firms 
having  combmed  sales  of  36  billion  dollars  created  twenty-five  thousand  new  jobs. 
At  the  same  time,  five  young  high  technology  firms  with  one-fortieth  their  sales— 
STo  million  dollars — created  thirty-five  thousand  new  jobs.  Five  large  innovative 
firms  with  sales  of  21  billion  dollars  created  106  thousand  new  jobs. 

This  evidence  runs  contrary  to  the  conventional  wisdom  which  holds  that  innova- 
tion, especially  when  applied  to  the  production  process,  throws  people  out  of  work 
In  fact,  over  time  innovations  that  improve  the  productivitv  of  an  mdustry  common- 
ly increase  the  number  of  workers  employed  within  the  industry. 

GOVKRNMBNT   PATE>n'   POUCY 

Tne  Federal  government  provides  about  one-half  of  all  the  money  spent  each  year 
in  this  country  on  research  and  development.  The  allocation  of  rights  in  patentable 
mventions  made  during  the  course  of  that  work  affects  the  pace  of  industrial 
innovation  m  the  Nation  through  its  effect  on  firms'  incentives  and  ability  to 
innovate  This  allocation  affects  the  willingness  of  firms  to  undertake  government 
research  and  development  work  because  they  must  weigh  the  benefits  of  the  govern- 
ment dollar  against  the  impart  on  their  commercial  busmess  of  diverting  resources 
to  do  government  work. 
.\s  President  Carter  observed  in  his  Industrial  Innovation  Message; 
For  over  thirty  years  the  Federal  agencies  supporting  research  and  development 
in  industrv  and  universities  have  had  confiicting  policies  governing  the  disposition 
of  tpatentj  nghts  resulting  from  that  work.  This  confusion  has  seriously  inhibited 
the  use  of  those  patents  in  industry." 

There  has  been  much  debate  on  what  Administration  policy  should  be.  There  has 
been  wide  support,  however,  for  nine  propositions  about  a  desirable  government 
patent  policy.  Government  patent  policy  should  strive  to: 
1 1 1  Obtain  the  best  contrartor  effort  for  the  government; 
21  Maximize  technological  innovation: 
3>  Promote  competition  within  the  private  sector; 

'4)  Recognize  the  public's  equity  in  the  products  of  federally  sponsored  or  support- 
ed research  and  development; 
i5»  Strengthen  the  research  programs  of  universities;  and 
1 6)  Provide  special  incentives  for  small  businesses;  and  should: 
(7)  Be  uniform,  in  the  sense  that  like  c^ses  should  be  treated  alike  no  matter 
which  government  agency  provides  the  support  and  in  the  sense  that  there  should 
be  only  a  smgle  set  of  patent  regulations  with  which  potential  government  contrac- 
tors must  deal;  ,      ,  ,  ,  .  »  . 

i8»  Be  flexible,  in  the  sense  that  differing  cases  should  be  treated  appropriately, 
that  IS.  not  necessarily  identically;  and 
'9)  Be  as  clear  and  as  simple  as  possible. 

The  source  of  the  confusion  noted  by  the  President  has  been  the  mabihty,  until 
now.  of  any  Administration  to  reeolve  the  diverge  considerations  mvolved  mto  a 
single  policy.  The  historical  development  of  existing  government  patent  policies  is 
described  briefly  in  the  statement  of  purpose  and  need  for  the  Administrauon  s 
drafl  Government  Patent  Pobcy  Art  of  1980.  At  this  point,  I  request  that  the  official 
draft  of  the  bUl,  with  its  accompanying  statement  of  purpose  and  need  and  sertion- 
by-section  analysis,  be  included  in  the  record.  The  bUl  formally  wUl  be  transmitted 
to  the  Congress  next  week. 
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This  bill  implements  the  President's  announcement  in  his  Industrial  Innovation 
Message  of  support  for  uniform  government  patent  pohcv  leianslation  Participanta 
in  the  policy  debate  which  preceded  the  drafting  of  the  Adminstration  bill  have 
areued  that  the  government  should  implement  some  form  of  either  a  "contractor 
title"  or  a  government  title"  policy.  Under  a  contractor  title  policv.  the  contractor 
would  receive  title  in  any  invention  resulting  from  federally  sponsored  or  supported 
research  and  development,  and  the  government  would  receive  a  nonexclusive  li- 
cense to  practice  the  mvention.  Under  the  government  title  policy,  the  government 
would  receive  title  in  any  invention,  and  the  contractor  would  receive  a  nonexclu- 
sive License  to  practice  the  invention. 

Proponents  of  each  policy  have  presented  several  distinct  reasons  in  favor  of  their 
viewpoints.  Those  in  favor  of  a  government  title  policy  argue  that  the  primary 
purpose  of  the  patent  laws  is  to  create  an  incentive  for  businesses  to  engage  in 
research  and  development  activities.  A  patent  provides  its  owner  with  the  right  to 
foreclose  competition  for  a  limited  period  in  the  marketmg  of  the  covered  invention; 
consequently,  if  the  patent  holder  is  able  to  commercialize  the  patented  mvention,  it 
may  De  able  to  recover  not  only  its  original  research  and  development  costs  but  aiao 
to  achieve  an  advantage  over  its  competitors  who  are  unable  to  use  the  mvention. 

Government  sponsorship  of  research  and  development,  however,  generally  elimi- 
nates some  of  the  nsk  associated  with  such  activities.  The  contractor's  mcentive  to 
perform  the  work  is  provided  by  the  payment  it  receives  under  the  government 
contract,  not  by  the  mere  possibility  that  it  may  be  able  to  exploit  a  patented 
invention  at  some  future  time.  To  provide  the  contractor  with  title  m  the  invention, 
It  IS  claimed,  would  unjustly  ennch  the  contractor  at  the  expense  of  the  public, 
which  has  paid  for  the  research  and  development  from  which  the  mvention  was 
made. 

Government  title  supporters  further  areue  that  government  ownership  of  inven- 
tions will  ensure  the  widest  possible  availability  to  the  public  of  the  technological 
Knowledge  embodied  therem.  Moreover,  contractors  do  not  necessanlv  need  to  re- 
ceive title  in  federallv-fmanced  inventions  to  induce  them  to  commercialize  the 
resultmg  inventions.  They  receive  other  competitive  benefits  through  their  partici- 
pation m  government  contracts,  such  as  the  opportunity  to  train  key  personnel, 
expand  their  research  facilities,  develop  know-how,  and  obtain  access  to  government 
tecnnology  These  benefits  could  provide  any  necessarv  competitive  advantage  to 
mauce  the  contractor  to  commercialize  the  invention.  Even  if  some  form  of  exclu- 
sive rights  in  the  invention  is  necessary  to  induce  its  commercialization,  the  govern- 
ment contractor  is  not  necessarily  the  firm  most  capable  of  achieving  the  desired 
result.  Rather,  any  need  for  exclusivity  could  be  satisfied  by  issumg  exclusive 
licenses  after  the  invention  has  oeen  identified. 

Finally,  it  has  been  argued  that  contractor  ownership  of  inventions  may  tend  to 
enhance  the  recipient's  market  power  and  therefore  may  contribute  to  the  conoeifa 
trauon  of  economic  power  m  a  limited  number  of  corporations.' 

Advocates  of  contractor  title  point  out  that  government  ownership  with  the  offer 
of  unrestncted  public  use  has  resulted  in  an  exceptionally  low  rate  of  commerdAl 
application  of  federal-owned  inventions.  The  costs  and  risks  of  commercializing  aA 
mvention.  developing  it  and  its  market,  often  are  so  substantial  that  commercijdizA- 
tion  will  not  take  place  or  even  be  attempted  in  the  absence  of  exclusive  commercial 
ngnts.  Ironically,  the  free  public  right  to  use  a  federally-owned  patent  thus  results,. 
m  practical  terms,  in  a  denial  of  the  opportunity  to  use  the  Invention. 

Contractor  title  proponents  also  assert  that  a  government  title  policy  discourages 
the  most  qualified  firms  from  participating  m  government  research  and  develop- 
ment projects.  These  firms  often  have  invested  heavily  in  research  and  development 
related  to  the  government  project;  consequently,  their  experience  and  technological 
advancement  would  enable  them  to  perform  the  government  contract  more  inexpen- 


T^a^  **  ^*****  evidence,  however,  that  patent  policy  has  had  any  impact  on  market  structurai 
A  1968  study  by  Harbridge  House.  Inc..  probably  the  mo«t  extensive  study  of  government  patent 
policy  ever  done,  indicate  that  most  contractors  have  been  wiHing  to  license  patents  obtained 
from  government  research,  thereby  enabling  new  or  small  firms  to  establish  a  position  in  tht 
market.  Further,  a  1977  study  by  Utterback  and  Murray,  of  the  M.I  T.  Center  for  Policy 
Aitematives.  revealed  that  government  procurement  of  innovative  products  from  small  firma 
WM  a  much  more  important  influence  on  induatry  development  than  government  patent  policy. 
Even  if  there  were  evidence  indicating  that  research  under  a  contractor-nghts  policy  itf 
creases  the  market  power  of  large  firms,  this  more  effectively  could  be  considered  in  Um 
selection  of  contractors.  By  adopting  ths  strategy,  competition  would  be  improved  not  juA 
through  the  allocation  of  patent  rights  but  aiso  through  the  allocation  of  contract  funds,  wharn 
most  of  the  competitive  impact  appears  to  c^cur.  Moreover,  explicit  "march-in  "  righu  to  address 
instances  where  demonstrable  anticompr.titve  effects  result  from  the  granting  of  esduaiT^ 
commercial  nghts  are  a  final  assurance  that  a  properly  designed  policy  of  givuig  contractor! 
exclusive  commercial  nghu  need  have  no  significant  anticompetitive  potential. ,  ' 
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siveiy  and  more  effectively  than  could  other  potential  contractors  These  firmfl 
refuse  to  bid  on  the  government  work,  however,  because  the  cost  to  them  of  publicly 
disclosmg  their  independently  acquired  information  in  conjunction  with  the  disclo- 
sure of  an  invention  made  under  the  government  contract  would  be  much  greater 
:nan  the  profits  they  could  expect  to  receive  under  the  contract^ 

Another  problem  with  the  policy  of  government  ownership  is  that  it  provides 
iittie  incentive  for  contractors  to  disclose  their  inventions  to  the  government. 
Rather,  the  contractor  either  may  maintain  the  invention  s  secrecy  or  make  an 
■.r.complete  disclosure  and  subsequently  attempt  to  seek  its  own  patent  of  the 
federally-financed  technology  The  incentive  for  nondisclosure  is  e-  -cially  great  for 
those  contractors  that  would  be  reauired  to  divulge  independently-acquired  informa- 
iion  when  they  revealed  a  federally-fmanced  invention  to  the  government.  A  con- 
tractor title  policy  would  ameliorate  the  discloeure  disincentive  by  eliminating  the 
financial  penalty  associated  with  disclosure.  Further,  a  contractor  title  policy  would 
create  an  mcentive  to  disclose  by  providing  contractors  with  property  rights  m 
lederally-fmanced  inventions  on  the  condition  that  such  inventions  are  reported  to 
[he  government 

The  conflicting  arguments  of  the  government  title  and  contractor  title  proponenta 
lead  to  one  conclusion:  neither  policy,  alone,  provides  the  most  beneficial  means  for 
allocating  rights  to  federally  sponsored  or  supported  inventions.  Although  a  contrac- 
lor  title  policy  may  induce  both  an  increased  participation  in  government  research 
and  development  projects  and  a  higher  commercialization  rate  of  federally-financed 
inventions,  such  a  policy  would  be  unnecessary  to  induce  participation  or  commer- 
cialization in  many  mstances  Under  a  government  title  policy,  many  qualified 
contractors  nevertheless  would  participate  in  the  government  contracting  process 
and  some  federally-fmanced  inventions  would  be  commercialized.  In  such  situations, 
implementation  of  a  contractor  title  policy  could  be  necessary  and  possibly  might 
conflict  with  the  public  interest.  Strict  adherence  to  a  government  title  policy,  on 
tne  other  hand,  would  prevent  not  only  the  most  qualified  contractors  from  partici- 
oating  m  certain  government  research  and  development  projects  but  also  the  com- 
mercialization of  certain  inventions. 

One  possible  resolution  would  be  a  general  government  title  policy  under  which 
tne  agencies  possessed  liberal  authonty  to  mduce  the  participation  of  the  most 
competent  contractors  by  waiving  government  rights  in  the  invention  at  the  time  of 


•  To  some,  the  degree  to  which  Government  patent  policy  encourages  or  discourages  contrac- 
•■or  oarticipation  in  Government  research  and  development  programs  is  the  single  most  impor- 
tant consideration  Advocates  of  one  and  another  policy  have  disagreed  over  the  extent  to  which 
ir.e  ancillary  benefits  from  eovemment  sponsorship  and  support  assure  adequate  participauon . 
inest  DenefiLs  uiciude  the  Government  dollar  itself,  the  know-how  developed  Dy  the  firm,  and 
me  attendant  advantage  over  other  firms  m  competiuon  for  follow-up  aeveiopment  and  procure- 
ment by  the  Government  There  is  very  little  empirical  evidence  on  the  effect  of  government 
oatent  policy  on  firm  participation  in  the  contracting  process.  The  Harbridge  Houae  study 
contains  case  studies  m  which  firms  refused  to  undertake  Government  contracts  under  a 
Government  title,  no  nghta  to  the  contractor,  policy.  However,  the  study  gives  no  indication  of 
me  significance  of  the  problem  beyond  stating  that  the  oolicy  choice  m  most  important  where 
tne  prospective  contractors  is  engaged  in  similar  reaearcn  for  a  commencaJ  buamess  in  which 
oatent  protection  is  important. 

Tr.-j  seems  a  reasonable  conclusion  Presumably,  the  Government  only  sponsors  or  supportt 
'^search  that  is  not  being  pursued  adequately  by  the  private  sector  on  its  own  This  research 
-eoresents  proiecta  for  which  the  expected  return  without  Government  support  is  less  than  the 
research  and  aeveiopment  cost  required  for  invention.  If  many  firms  are  capable  of  performing 
•-ne  research,  thev  compete  bv  announcing  the  lowest  payment  for  which  they  will  undertake  a 
aarticuiar  project.  Firms  will  have  similar  perceptions  of  expected  benefits  because  any  nghta  ta 
.nventions  can  be  sold.  Moreover,  if  firms  value  their  inventive  inputs  at  opportunity  costs 
.-eilectrng  their  producuvitv  in  related  research,  then  estimates  of  cost  wiil  oe  very  sumiar  That 
-  firms  with  skilled  research  staffs  wili  require  less  of  their  more  valuable  time  to  complete  a 
croject  than  those  with  inferior  personnel  Consequentlv.  the  breakeven  payment  for  all  firms 
•vill  be  approximately  the  same,  and  competition  for  the  award  will  dnve  down  the  required 
'  "ivernment  funding  to  that  level  ,  , 

Tne  only  difference  between  policies  which  do  or  do  not  assure  the  contractor  exclusive 
commencal  nghts  is  that  the  firm  includes  the  value  of  the  patent  in  its  calculation  of  expected 
return  when  it  operates  under  tne  more  favorable  policy.  Without  the  prospect  of  exclusive 
commerical  nghts.  firms  will  require  a  larger  payment  from  the  Government  to  breakeven 
Under  either  policy,  however,  the  Government  should  be  able  to  offer  most  qualified  firms 
adequate  economic  mcentives  to  panicipate  in  the  contracting  process.  

Contractor  nghu  advocates  argues,  however,  that  a  firm  which  has  invested  its  own  resources 
■n  the  field  of  research  will  not  participate  under  an  unfavorable  policy  because  proprietary 
iniormation  used  in  completing  the  contract  must  also  be  turned  over  to  the  Government.  The 
value  of  that  information  includes  monopoly  profits  from  other  mventions  that  the  firm  could 
market  in  the  private  sector  Therefore,  the  opportunity  cost  and  breakeven  payment  for  the 
contraa  will  be  higher  for  the  advanced  firms  tnen  for  other  firms.  As  a  result,  the  advanced 
firm  will  choose  in  some  cases  not  to  particpate  in  the  contracting  process. 
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contracting.  In  addition,  the  government  could  induce  the  commercialization  of  anv 
mvention  in  which  it  holds  title  by  deciding  to  grant  any  necessary  exclusive  license- 
after  the  invention  had  been  identified.  The  administrative  burdens  created  by  this 
policy,  however,  make  it  impractical  and  undesirable.  An  agency  would  be  required 
to  allocate  much  of  its  resources  to  the  negotiation  with  the  contractor  of  the 
appropriate  allocation  of  invention  rights,  a  subject  of  only  secondary  importance  to 
the  agency  when  compared  to  the  primary  purpose  of  the  contract.  Moreover,  each 
agency  would  be  required  to  allocate  vast  resources  to  the  evaulation  and  promotion 
of  federally-owned  inventions.  If  an  agency  failed  to  grant  any  necessary  exclusive 
license,  the  penalty  paid  by  the  public  would  be  the  noncommercialiiaiion  of  the 
invention. 

The  President's  patent  policy  would  reduce  the  administrative  burden  and  the 
uncertainty  that  accompany  present  policies.  The  proposal,  which  includes  elements 
of  both  the  government  title  policy  and  the  contractor  title  policy,  allocates  patent 
rights  in  federally  sponsored  or  supported  inventions  according  to  unambiguous, 
generally  applicable  rules.  Contractors  that  are  small  busmesses  and  nonprofit 
organizations  will  receive  title  in  federallv-fmanced  inventions,  but  the  government 
will  retain  title  in  inventions  made  by  all  other  contractors.  Ordinarily,  the  other 
contractors  automatically  will  receive  exclusive  licenses  m  whatever  particular 
fields  of  use  in  which  they  agree  to  commercialize  the  invention. 

The  receipt  of  title  by  small  businesses  and  nonprofit  organizations  is  intended  to 
provide  these  contractors  with  an  advantage  over  their  larger  competitors  The 
advantage  is  justified  bv  the  special  place  of  these  organizations  in  our  society.  It 
also  is  justified  by  the  fact  that,  unlike  larger  contractors  whose  commercial  mter- 
est  in  an  invention  is  apt  to  be  limited  by  the  fields  in  which  it  already  is.  or  is 
planning  to  become,  engaged,  small  businesses  and  nonprofit  organizations  share  a 
strong  incentive  to  attempt  to  commercialize  an  invention  to  the  widest  possible 
extent. 

The  President's  decision  to  provide  contractors  other  than  small  businesses  and 
nonprofit  organizations  with  automatic  exclusive  licenses  in  particular  fields  of  use 
recognizes  that  a  complete  transfer  of  title  to  the  contractor  usually  is  unnecessary 
to  induce  its  participation  in  government  research  and  development  work  smd  its 
commercialization  of  the  invention.  The  government  retams  the  nght  to  license  the 
invention  or  otherwise  make  it  available  .to  the  public  in  ail  fields  of  use  not 
selected  by  the  contractor. 

Although  the  contractor  will  know  at  the  time  of  contracting  that  it  automatically 
will  be  able  to  receive  exclusive  licenses  under  any  forthcommg  mvention  in  partic- 
ular fields  of  use,  it  will  not  actually  receive  those  licenses  until  the  invention  has 
been  identified,  its  intention  to  commercialize  has  been  announced,  and  its  selection 
of  fields  of  use  have  been  submitted  to  the  contracting  agency.  After  the  contractor 
has  submitted  complete  information  regarding  the  mvention.  its  intention  to  com- 
mercialize, and  its  selection  of  fields  of  use.  the  agency  has  ninety  days  in  which  it* 
may  determine  whether  the  contractor's  acquisition  of  an  exclusive  license  in  any 
selected  field  of  use  would  be  contrary  to  the  requirements  of  the  agency  s  missioo. 
national  security,  or  the  antitrust  laws.  To  reduce  administrative  ourtlens  and  to' 
increase  the  security  of  the  contractor's  expectations  of  receiving  exclusive  commer' 
cial  rights  in  the  invention,  the  scope  of  the  agency's  possible  inquiry  underlying 
this  determination  is  limited.  An  agency  review  will  focus  only  on  those  unforseen 
circumstances  of  which  it  has  become  aware  since  the  time  of  contractmg  that  now 
require  it  to  deny  the  contractor  exclusive  commercial  rights  with  respect  to  a 
psuticular  field  of  use.  The  contractor  will  not  be  denied  an  exclusive  license  solely 
on  the  basis  of  facts  that  were  known  or  reasonably  foreseeable  by  the  agency  at  the 
time  of  contracting.  If  such  facts  do  exist  at  the  time  of  contracting,  an  agenc^ 
normally  will  deviate  from  the  standard  patent  rights  clause  so  that  the  contractor'' 
will  know  at  that  time  that  it  will  not  receive  an  exclusive  license  to  practice  a 
forthcoming  invention  in  a  particular  field  of  use.  ■:i■^ 

The  agency's  ability  to  deviate  from  the  standard  patent  rights  clause  and  to 
terminate  a  contractor's  title  or  exclusive  rights  in  an  invention  provide  it  with 
additional  flexibility  to  fulfill  its  mission  and  protect  the  public  interest.  Althou^' 
these  powers  are  intended  to  be  exercised  only  in  unusual  circumstances,  they  are 
available  to  assist  the  agency  in  fulfilling  its  mission,  protecting  the  public  interest^ 
and  promoting  the  commercialization  of  contract  inventions. 

'  i 
CONCLUSIONS  ^ 

Enactment  of  this  bill  would  stimulate  the  industrial  innovation  process  by  con- 
tributing to  the  more  effective  utilization  of  inventions  made  in  the  course  of 
federally  sponsored  or  supported  research  and  development  work.  Further,  the  bill 
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would  resolve  longstanding  policy  issues,  answers  to  which  the  Congress,  the  Execu- 
tive Branch,  industry,  and  the  public  actively  have  sought  for  a  generation.  The  bill 
13  designed  to  reduce  the  administrative  burden  now  imposed  upon  contractors  and 
Government  agencies  alike. 

Further,  the  bill  responds  to  the  1972  recommendations  to  the  Congress  of  the 
bipartisan  Commission  on  Government  Procurement,  that  legislation  be  enacted 
which  would  make  uniform  the  Federal  practices  in  the  area  of  allocating  the  nghts 
to  contract  inventions  and  make  dear  the  government's  authority  to  grant  exclusive 
licenses  under  federally-owned  inventions.  The  bill  also  would  codify  the  basic  policy 
concepts  of  Executive  Order  100%,  the  provisions  of  which  uniformly  would  be 
applicable  to  all  Federal  employees. 

It  is  emticipated  that,  following  enactment  and  implementation  of  this  bill,  greater 
commercial  use  will  be  made  of  the  technology  resulting  from  the  Federal  govern- 
ment's research  and  development  effort,  in  turn  creating  additional  employment,  a 
higher  standard  of  living,  and  an  overall  economic  benefit  to  the  United  States  as  a 
whole,  while  protecting  the  public  against  any  possible  wrongful  contractor  conduct. 


PROPOeXL 


To  establish  a  uniform  Federal  system  for  management,  protection,  and  use  of 
inventions  that  result  from  federally  sponsored  or  supported  research  or  develop- 
ment, and  for  related  purposes.  ^   .     ,,    ,  j  c.  .       /• 

Be  U  enacted  by  the  Senate  and  House  of  Representatives  of  the  United  States  of 
America  in  Congress  assembled.  That  this  Act  may  be  cited  as  the  "Government 
Patent  Policy  Act  of  1980". 
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Tttu:  I— Poucy  -^ 

FlNDINOa  j,'^ 

Sec.  101.  The  G^ngress,  recognizmg  the  profound  impact  of  science,  engineeriim^ 

and  technology  policy  on  the  well-being,  health,  and  safety  of  the  Nation,  finda  that; 

li  Inventions  that  result  from  federally  sponsored  or  supported  research  and 

development  constitute  a  valuable  national  resource;  ^ 

(2)  Federal  policy  on  allocation  of  patent  rights  in  such  inventions  should  stimu- 
late innovation,  should  meet  the  needs  of  the  Government,  should  foster  competik; 
tion.  should  recognize  the  equities  of  Government  contractors  and  Federal  empl<n^ 
ee-inventors.  and  should  provide  small  businesses  and  educational  institutions  witfi 
special  incentives  to  participate  in  Federal  research  and  development  programs  and 
to  commercialize  resulting  inventions:  and  '^ 

(3)  The  public  mterest  would  be  advanced  if  greater  efforts  were  made  to  promote 
commercial  use  of  new  technology  that  results  from  federally  sponsored  or  support- 
ed research  and  development. 


Sec.  102.  The  purposes  of  this  Act  are—  ',^ 

(1)  To  establish  an  effective  Federal  3>-3tem  for  management  and  use  of  inventioa^ 
that  result  from  federally  sponsored  or  supported  research  and  development;         -,  M 

(2)  To  allocate  patent  rights  in  mventions  that  result  from  federally  sponsored tjbj 
supported  research  and  development  in  ways  that—  i 

I  A)  Stimulate  mnovation.  "*; 

'B)  Encourage  participation  of  all  qualified  contractors,  A.' 

(C)  Foster  competition,  •«. 

iD)  Reduce  administrative  burdens  on  Federal  agencies  ajid  their  contractoii;^ 
lE)  Promote  widespread  public  use  of  inventions  made  with  public  support,  ana  | 
(F)  Provide  special  mcentives  to  small  busmesses  and  educational  institution^ 
i3)  To  allocate  equitably  patent  nghts  in  Federal  employee  inventions;  '^■^ 

1 4)  To  provide  for  domestic  and  foreign  patenting  of  federally  owned  inventions, 
and  licensmg  of  federally-owned  patent  rights,  with  the  objective  of  strengthing  the 
Nation  s  economy  Eind  expanding  its  domestic  and  foreign  markets;  and  :^ 

i5)  To  amend  or  repeal  mconsistent  laws.  '"^j 

Tm-E  II— Contract  Inventions  /^ 

CONTRACT   INVENTIONS — REPORTING 

Sec.  201.  la)  This  Title  applies  to  "contract  inventions",  which  in  this  Act 
inventions  made  m  the  course  of  or  under  Federal  contracts. 

lb)  Every  contractor  will   provide   the  responsible  agency  with  timely  writ 
reports  on  each  contract  invention  containing: 

1 1'  Complete  technical  information  on  the  invention, 

1 2)  A  list  of  each  country,  if  any,  in  which  the  contractor  electa  to  file  a  pat 
application  on  the  invention,  and 

(3)  Unless  the  contractor  is  a  small  business  or  nonprofit  organization,  a 
each  field  of  use  in  which  the  contractor  mtenda  to  commercialize  the  invention 
otherwise  achieve  public  use  of  the  invention.  Eiach  field  will  be  described  wit 
sufficient  particularity  to  allow  the  Government  to  identify  those  fields  of  use. 
encompasaed  by  the  described  field. 

The  Government  neither  will  publish  nor  release  these  reports  until  the  cont 
tor  or  the  Government  has  had  a  reasonable  time  to  file  patent  applications  or  i 
year  has  passed  smce  receipt  of  all  the  information  reauired  by  subsection  (bXI 
this  section,  whichever  is  earlier,  and  may  so  withhola  such  information  in 
reports  or  records.  / 

ic)  If  the  responsible  agency  determines  that  the  contractor  has  uni 
failed  to  file  reports  as  required  by  subsection  (b)  of  this  section,  the  contractor^ 
be  deprived  of  any  or  all  of  the  rights  it  otherwise  would  have  under  this 

AXXOCATION   or  RIGHTS— SMAil,   BUSINESSES   AND   NONPROnT  ORGANIZATIONS" 

Sec.  202.  (a)  A  contractor  that  is  a  small  business  or  a  nonprofit  organization^ 
acquire  title  to  its  contract  invention  m  each  country  it  lists  under  section  2010 
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in  which  it  files  a  patent  application  within  a  reasonable  tune.  However,  title  will 
be  subject  to  the  Govermneni  i  minimum  rights  under  section  205  and  march-in 
rights  under  section  206. 

lb)  The  Government  will  have  the  right  to  acquire  title  to  any  patent  on  a 
contract  invention  in  each  country  m  which  the  contractor  elects  not  to  file  a  patent 
application  or  fails  to  file  within  a  reasonable  time. 

ALLOCATION    OF   RIGHTS— OTHER   CONTRACTTORS 

Sec.  203.  I  a)  The  Government  will  acquire  tii.e  to  all  patents  on  any  contraa 
mvention  whenever  the  contractor  is  not  a  small  business  or  nonprofit  organization 

(b)  If  such  a  contractor  files  within  a  reasonable  tune  a  patent  application  on  a 
reported  contract  invention  m  any  country  it  lists  under  section  201(bM2i,  it  will 
receive  sm  exclusive  license  under  the  patent  m  each  described  field  of  use.  with  the 
exclusive  right  to  grant  sublicenses.  However,  its  license  will  be  subject  to  the 
Government's  minimum  rights  under  section  205  and  march-in  rights  under  section 
206. 

tc)  The  contractor  automatically  will  acquire  by  operation  of  law  the  right  to 
receive  an  exclusive  license,  pursuant  to  subsection  (b)  of  this  section,  niiiety  days 
after  it  provides  the  responsible  agency  with  ail  of  the  information  required  to  be 
disclosed  by  section  201ft)),  except  that  it  will  not  acquire  the  right  to  receive  an 
exclusive  license  m  any  field  of  use  as  to  which  the  agency  notifies  the  contractor 
within  the  ninety-day  period  that  it  has  made  a  determination  under  subsection  (d) 
of  this  section. 

(d)  The  contractor  will  not  acquire  an  exclusive  license  in  any  field  of  use  if  the 
responsible  agency  detennines  that  the  contractor's  possession  of  such  a  license — 

(1)  Would  be  contrary  to  the  requirements  of  the  agency's  mission; 

(2)  Would  impair  national  security;  or 

(3)  Would  violate  the  antitrust  laws  if  the  receipt  by  the  contractor  of  such  a 
license  were  deemed  an  acquisition  of  another  corporation. 

le)  An  agency  determination  under  subsection  (d)  of  this  section  will  include 
written  reasons  for  the  determination.  The  contractor  may  appeal  the  determina- 
tion to  the  United  States  Court  of  Clauns  withm  sixty  days  after  the  contractor  has 
been  notified  of  the  determination.  That  Court  will  have  exclusive  jurisdiction  to 
determme  the  matter  de  novo  and  to  affu-m,  reverse,  or  modify  the  agency  determi- 
nation, specifically  including  authority  to  require  that  the  contractor  receive  any 
exclusive  license  provided  for  by  this  section. 

if)  If  the  responsible  agency  determmes  that  the  national  mterest  would  not  be 
affected  adversely,  the  agency  may  grant  the  contractor  title  to  any  contract  mven- 
tion in  any  foreign  country  in  which  the  contractor  agrees  to  file  a  patent  applica- 
tion. 

CONTRACTOR   UCKN8R 

Sec.  204.  Any  contractor  that  complies  with  section  201(b)  automatically  will 
receive  by  operation  of  law  nonexclusive,  royalty-free  licenses  to  praaice  the  con- 
tract invention  in  all  countries  where  it  does  not  receive  title  under  section  202  and 
m  all  fields  of  use  and  in  all  countries  in  which  it  does  not  receive  an  exclusive 
license  under  section  203.  These  nonexclusive  licenses  may  be  revoked  only  to  the 
extent  necessary  to  allow  the  Government  to  grant  exclusive  licenses  under  Title 
IV. 

MINIMUM   GOVERNMENT   RIGHTS 

Sec.  205.  (a)  The  Government  will  have  the  following  minimum  rights  in  any 
contract  invention: 

(1)  The  right  to  require  from  the  contractor  written  reports  on  the  use  of  the 
invention, 

(2)  A  royalty-free  worldwide  right  or  license  to  practice  the  mvention  or  have  it 
practiced  for  the  Government,  and 

(3)  The  right  to  license  or  sublicense  State,  local,  or  foreign  governments  to 
practice  the  invention  or  have  it  practiced  for  them,  if  the  agency  determines  at  the 
Ume  of  contractmg  that  acquisition  of  this  right  would  serve  the  national  interest. 

tb)  Whenever  the  Government  has  rights  in  any  invention  under  this  Title,  each 
patent  application  and  patent  on  the  invention  will  include  a  statement  that  the 
invention  was  made  with  Government  sponsorship  or  support  and  that  the  Govem- 
aent  has  rights  in  the  patents. 
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MARCH-IN    RIGHTS 

Sec.  206.  I  a)  In  any  field  of  use.  the  Government  may  wholly  or  partly  terminate 
tne  contractor  s  title  or  exclusive  rights  in  any  patent  on  a  contract  invention:  may 
require  the  contractor  to  grant  appropriate  licenses  or  sublicenses  to  responsible 
applicants;  or.  if  necessary,  may  grant  such  licenses  or  sublicenses  itself.  The  Gov- 
ernment may  take  such  actions  only— 

1  If  the  contractor  has  not  taken  and  is  not  expected  to  take  timely  and  effective 
action  to  achieve  practical  application  of  the  invention  m  one  or  more  of  the 
selected  fields  of  use; 

1 2)  If  necessary  to  protect  the  national  security; 

1 3)  If  necessary  to  meet  requirements  for  public  use  specified  by  Federal  regtda- 
tion. 

'4)  If  the  contractor's  rights  in  the  invention  violate  the  antitrust  laws  if  the 
contractor  3  onpnal  receipt  of  those  rights  were  deemed  an  acquisition  of  assets  of 
another  corporation;  or 

1 5)  If  the  contractor  has  failed  to  complv  with  the  reporting  requirements  of  this 
Art. 

lb)  These  march-in  rights  may  be  exercised  by  the  responsible  agency  on  its  own 
initiative  or  on  a  petition  from  an  interested  person  justifying  such  artion 

(c)  Whenever  under  this  section  an  agency  requires  a  contractor  to  grant  a  license 
or  sublicense,  it  may  specify  reasonable  terms,  including  the  royalties  to  be  charged, 
if  any:  the  duration  of  the  license  or  sublicense;  the  scope  of  exclusivity;  and  th« 
fields  of  use  to  be  covered. 

DEVIATION    AND   V/ATVZR 

Sec.  207.  {&)  An  agencv  may  deviate  from  the  allocation  of  patent  rights  in 
contrart  mventions  provided  for  in  any  standard  patent  rights  clause  established 
unaer  secuon  209  acquiring  more  or  fewer  rights  in  the  mventions,  to  further  the 
agency  s  mission  and  the  public  mterest.  It  may  so  deviate  on  a  class  basis  only  in 
acconiance  with  regulations  issued  either  under  section  209  or,  unless  prohibited  by 
those  regulations,  by  the  agency  Case-by <ase  deviations  may  be  authorized  by  the 
head  of  the  agency  or  his  designee,  and  described  in  the  Federal  Register. 

(b)  The  national  security  and  antitrust  march-in  rights  reserved  by  sertions' 
206<a)(2).  206(aK4),  and  206(c)  may  not  be  waived  under  any  circumstances  • 

ic'  Rights  reserved  by  sertions  203  and  206(aXl)  may  be  waived  only: 

'  1 1  In  contracts  involving  cosponsored.  cost-sharing,  or  joint-venture  research  op 
development  to  which  the  contractor  makes  a  substantial  contnbution  of  funds, 
facilities,  technology,  or  equipment;  or  ■  < 

(2)  In  contracts  with  a  contractor  whose  participation  is  necessary  for  the  success- 
ful accomplishment  of  the  agency  s  mission  but  cannot  be  obtained  under  the 
standard  patent  rights  clause.  j 

r    li 
TRANSFER   OP   RIGHTS  TO  CONTRACTOR   ZUPVOroa 

Sec.  208.  The  contractor's  employee-inventor  may  receive  some  or  all  of  the , 
contractors  rights  under  this  Title  with  the  permission  of  the  contractor  and  tb^' 
approval  of  the  responsible  agency.  The  corresponding  obligations  of  the  contractor 
under  this  title  then  will  become  obligations  of  the  emplovee-inventor.  -{ 

i 

REGULATIONS   AND   STANDAKD  PATENT   RIGHTS  CLAUSE  .    .  -fc 

Sec.  209.  The  Office  of  Federal  Procurement  Policy  will  direct  the  issuance  of 
regulations  to  implement  this  Title.  The  regulations  will  establish  a  standard  patent, 
rights  clause  or  clauses,  to  be  mcluded  in  each  Federal  contract  except  as  provided^. 
m  section  207.  .j^. 

Title  m— Inventions  op  Federal  Employees  ,),^ 

EMPLOYEE   INVENTIONS  '2 

Sec.  301.  This  Title  applies  to  employee  inventions",  which  m  this  Act  art 
inventions  made  by  Federal  employees. 

REPORTING   OF   INVENTIONS 

Sec.  302.  (a)  Federal  employees  will  file  timely  written  reports  on  any  inventio 
they  make.  Such  reports  will  be  made  to  the  employees  agency  and  will  coni' 
complete  technical  information  concemmg  the  invention.  The  Government  neit' 
will  publish  nor  release  a  report  until  there  has  been  a  reasonable  tune  to 
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patent  applications  or  until  one  year  has  passed  since  the  final  disposition  of  rights 
under  tnis  Title,  whichever  15  earlier. 

■  bi  If  the  responsible  agency  determines  that  the  employee-inventor  unreasonably 
has  failed  to  file  a  report  as  required  by  subsection  (ai  of  this  section,  the  employee 
may  be  depnved  of  any  or  aJl  of  the  rights  he  otherwise  would  have  under  the  Title. 

CRrrERJA  roR  allocation  of  rights 

Sec  303  The  responsible  agency  will  determine  the  nghts  of  the  Government  and 
of  Federal  employee-inventors  in  any  inventions  made  by  employee-mventors 
through  the  use  of  the  following  criteria: 

1 1  If  the  invention  bears  a  direct  relation  to  the  duties  of  the  employee-mventor 
or  was  made  m  consequence  of  his  employment,  the  Government  will  acquire  ail 
nehts  in  the  invention. 

•2>  If  the  mvention  neither  bears  a  direct  relation  to  the  duties  of  the  employee- 
inventor  or  was  made  in  consequence  of  his  employment,  but  was  made  with  a 
contnbution  from  Federal  funds,  facilities,  equipment,  materials,  or  information  not 
eenerally  available  to  the  public,  or  from  services  of  other  Federal  employees  on 
official  duty,  the  employee-mventor  will  receive  all  rights  in  the  mvention,  except  as 
provnded  in  paragraph  (4)  of  this  section.  However,  these  rights  will  be  subject  to  a 
nonexclusive,  royalty-free,  worldwide  license  to  the  Government  to  practice  the 
invention  or  have  it  praaiced  for  the  Government. 

(3)  If  the  agency  fmds  insufficient  interest  in  an  invention  to  justify  exercising  its 
rights  under  paragraph  ( 1 )  of  this  section,  it  may  permit  the  employee-mventor  to 
receive  any  or  all  of  those  nghts,  subject  to  the  Government  3  rights  as  described  ui 
paragraph  (2)  of  this  section.  However,  nothing  in  this  paragraph  will  prevent  the 
aifency  from   publishing  the   invention  or  otherwise  dedicatmg  it  to  the  public 

-41  If  the  agency  determmes  that  national  secunty  might  be  impaired  if  the 
employee-inventor  were  to  receive  rights  in  an  invention  under  paragraph  (2)  or  (3) 
of  this  seaion.  the  Government  will  acquire  all  rights  in  the  invention 

i5i  The  Government  will  claim  no  rights  under  this  Act  in  any  employee-invention 
not  covered  by  paragraphs  ( 1 ;  or  (2)  of  this  section. 

6  Notwithstanding  paragraph  (1)  of  this  section,  an  agency  may  enter  into 
ajrreements  providing  for  appropriate  allocation  of  nghts  m  inventions  that  result 
trom  research  or  development  10  which  other  parties  have  substantially  contnbuted. 

Prbscriptions 

Sec  304.  la)  There  will  be  a  rebuttable  presumption  that  an  employee  mvention 
falls  within  the  cntena  of  section  303(1)  if  it  was  made  by  a  Federal  employee  who 
IS  employed  or  assigned  to^ 

1)  Invent,  improve,  or  perfect  any  art,  machine,  manufacture,  or  composition  of 
matter, 

1 2)  Conduct  or  perform  research  or  development  work; 

'3'  Supervise,  direct,  coordinate,  or  review  federally  sponsored  or  supported  re- 
searcn  or  development  wort  or 

'4'  Aa  as  liaison  among  agencies  or  individuals  engaged  in  the  work  specified  in 
paraeraphs  1 1 ). '2i.  or  (3)  of  this  subsection. 

b'  There  will  be  a  rebuttable  presumption  that  an  mvention  falls  withm  the 
cntena  of  seaion  303(2)  if  it  was  made  by  any  other  Federal  employee. 

RFVIEW    OF   AGENCY    DETERMINATIONS 

Sec    305.  Agency  deternunations  under  sections  302  and  303  will  be  reviewed 

whenever— 
iD  The  agency  determines  not  to  acquire  all  nghts  in  an  invention,  or 
'2i  An  aggneved  employee-mventor  requests  a  review.  Standards  and  procedures 

for  this  review  will  be  prescnbed  m  the  regulations  issued   under  section  309 

REASSIGNMENT  OF   RIGHTS 

Sec.  306.  If  an  agency  fmds  on  the  basis  of  new  evidence  that  it  has  acquired 
nghts  m  an  mvention  greater  than  those  to  which  the  Government  was  entitled 
under  the  criteria  of  section  303.  it  will  grant  the  employee-inventor  such  rights  as 
ouiy  be  necessary  to  correct  the  error. 
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INCENTIVE    AWAJIOS    PROGRAM 

Sec.  307.  laJ  Agencies  may  monetarily  reward  and  otherwise  recognize  employee- 
inventors  as  an  incentive  to  promote  employee  inventions  and  the  production  and 
disclosure  of  employee  inventions.  For  this  purpose  agencies  may  make  awards 
under  the  Federal  incentive  awards  system  (5  U.S.C.  Ch  45.  10  U.S.C.  Ch.  57.  and 
implementing  regulations),  as  modified  by  this  section. 

b  The  amount  of  an  award  for  an  invention  will  be  based  on— 

1 1 1  The  extent  to  which  the  invention  advances  the  state  of  the  art;  -, 

1 21  The  scope  of  application  of  the  invention:  -^ 

(3 '  The  vEilue  of  the  invention  to  the  Government  or  the  public;  and  ♦? 

i4)  The  extent  to  which  the  invention  has  come  into  public  use. 

tct  Awards  for  an  mvention  of  up  to  $10,000  may  be  made  by  the  head  of  an 
agencv  -, 

(d)  Awards  of  over  $10,000  but  less  than  $35,000  may  be  made  by  the  head  of  an 
agency  to —  ^ 

■  1  i  Civilian  employees,  with  the  approval  of  the  Office  of  Personnel  Management;  ~ 

<2)  Members  of  the  Armed  Forces,  with  the  approval  of  the  Secretary  of  Defense^.; 

(3i  Members  of  the  United  States  Coast  Guard  when  not  operating  as  a  service  i% ' 
the  Navy,  with  the  approval  of  the  Secretary  of  Transportation;  ^■ 

U)  Members  of  the  Commissioned  Corps  of  the  Umted  States  Public  HealUk^ 
Service,  with  the  approval  of  the  Secretary  of  Health  and  Human  Services;  ana 

i5)  Members  of  the  Commissioned  Corps  of  the  National  Oceanic  and  Atmospheric  , 
Administration,  with  the  approval  of  the  Secreuu^  of  Commerce.  w 

le)  Awards  of  more  than  $35,000  may  be  made  to  employee-mventors  by  the 
President  upon  recommendation  of  the  head  of  an  agency.  ^ 

(f)  Acceptance  of  a  cash  award  under  this  section  constitutes  an  agreement  thaT^ 
any  Government  use  of  an  invention  for  which  the  award  is  made  forms  no  basis  for  ; 
further  claims  against  the  Govemmetn  by  the  recipient,  his  heirs,  or  his  aaaignv! 

igi  Any  cash  award  or  expense  for  honorary  recognition  of  an  employee-inventor  ' 
will  be  paid  from  the  fund  or  appropriation  of  the  agency  receiving  the  mvention 's  ^ 
pnmary  benefit.  .  i 

INCOME   SHARING    FROM    PATENT    UCENSES 

Sec.  308  In  addition  to  awards  as  provided  in  section  307.  an  agency  may  shar*  • 
income  received  from  any  patent  license  with  the  employee-inventor.  -ij 

REGULATIONS 

Sec.  309.  (a)  The  Secretary  of  Commerce  shall  issue  regulations  to  implement 
Title. 

(bi  Any  determination  of  an  appointmg  official  under  subsection  208ft))  of  title  II 
United  States  Code,  that  relates  to  promotion  of  an  employee  mvention  by 
employee-inventor  will  be  subject  to  regulations  prescribed  by  the  Secretuyi 
Commerce  with  concurrence  of  the  Office  of  Government  Ethics  and  the  Attor  " 
General.     . 

Title  IV— Licensing  op  Federally-Owned  Inventions 

COVERED   INVENTIONS 

Sec.  401.  This  Title  applies  to  the  licensing  of  all  federally-owned  patent 
including  licenses  or  sublicenses  granted  or  required  to  be  granted  by  the  " 
ment  under  secuon  206.  However,  it  does  not  apply  to  licenses  established  by 
other  sections  of  Title  II  of  this  Act. 

EXCLUSIVE   OR    PARTIALLY    EXCLUSIVE    UCENSBS 

Sec.   402.  (a)  An  agency  may  grant  exclusive  or  partially  exclusive  doc 
licenses  under  federally-owned  patent  rights  not  automatically  licensed  under 
tion  203  only  if.  after  public  notice  and  opportunity  for  filing  written  obje 
determines  that — 

(1)  The  desired  practical  application  is  not  likely  to  be  achieved  under  a  noc 
sive  license;  and 

(2)  The  scope  of  proposed  exclusivity  is  not  greater  than  reasonably  ne 
(h)  An  agency  may  grant  exclusive  or  partially  exclusive  foreign  licenses 

federally-owned  patent  rights  after  public  notice  and  opportunity  for  filing 
objections  and  after  determining  whether  the  interests  of  the  Government 
United  States  industry  in  foreign  commerce  will  be  enhanced. 
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ic)  An  agency  will  not  grant  any  license  under  this  section  if  it  determinea  that 
such  a  grant  would  violate  the  antitrust  laws  if  the  licensee  s  receipt  of  such  a 
license  were  deemed  em  acquisition  of  assets  of  another  corporation 

id)  Agencies  will  maintain  periodically  updated  records  of  determinations  to  grant 
exclusive  or  partially  exclusive  licenses.  These  records  will  be  publicly  available. 

MINIMUM   GOVSaXMKNT   RIGHTS 

Sec.  403.  Each  license  granted  under  section  402  will  contain  such  terms  and 
conditions  as  the  agency  finds  appropriate  to  protect  the  interests  of  the  Govern-' 
mer.t  and  the  public,  including  provisions  reserving  to  the  Government- 

(1)  The  right  to  require  from  the  licensee  written  reports  on  the  use  of  the 
invention, 

(2)  A  royalty-free,  worldwide  ri^ht  to  practice  the  invention  or  have  it  practiced 
for  the  Government  and 

3)  The  right  to  License  State,  local,  or  foreign  governments  to  praaice  the  inven- 
uon  or  have  it  practiced  for  them  if  the  agency  determines  that  reservation  of  this 
right  would  serve  the  national  interest. 

MAfiCH-lN    RIGHTS 

Sec  404  (a)  The  Government  will  have  the  right  to  terminate  any  license  granted 
under  section  402  in  whole  or  in  part,  but  only— 

1 1)  If  the  licensee  has  not  taken  and  is  not  expected  to  take  timely  and  effective 
action  to  achieve  practical  application  of  the  invention  m  each  of  tiie  fields  of  use 
affected; 

'2'  If  necessary  to  protect  national  security; 

(3)  If  neceasary  to  meet  requirements  for  public  use  specified  by  Federal  regula- 
tion: 

(4)  If  the  licensee's  rights  in  the  invention  violate  the  antitrust  laws  if  the 
licensee's  original  receipt  of  those  rights  were  deemed  an  acquisition  of  assets  of 
another  corporation;  or 

(5 1  If  the  licensee  has  failed  to  comply  with  the  terms  of  the  license. 
fb)  These  march-m  rights  may  be  exercised  by  the  responsible  agency  on  its  own 
initiative  or  on  a  petition  from  an  interested  person  justifying  such  action. 

REGULATIONS 

Sec.  405.  The  Office  of  Federal  Procurement  Policy  will  direct  the  issuance  of 
regulations  specifying  the  terms  and  conditions  upon  which  federally-owned  patent 
nghu  may  be  licen^.  An  agency  mav  deviate  from  such  regulations  on  a  class 
basis  unless  prohibited  by  the  Office  of  federal  Procurement  Policy 

TrrtE  V— Mmcsllanbous 

PATENT  KNTOHCKMJtNT  SUTTS  AND   RIGHT  OF  INTDVXNTION 

Sec.  501.  Any  eicluiive  licensee  under  this  Act  may  enforce  rights  under  the 
license  bv  bringing  suit  without  joining  the  United  Sta'ies  as  a  party.  However,  the 
licensee  will  give  prompt  notice  of  the  suit  to  the  Attorney  General  and  to  the 
igency  that  granted  the  license,  and  all  parties  will  serve  copies  of  papers  on  the 
Attorney  General  and  the  responsible  agency  as  though  they  were  parties  to  the 
•lit 

BACKGROUND   RIGHTS 

Sec.  502.  Nothing  contained  in  this  Act  will  be  construed  to  deprive  the  owner  of 
•ny  background  patent  of  rights  under  such  a  patent. 

NOTICE,    HEARING,    AND  JUDICIAL   REVIIW 

Sec.  503.  (a)  Agency  determinations  under  sections  201,  206(a).  and  206(c),  and  404 
•ill  be  made  after  public  notice  and  opportunity  for  a  hearing  in  which  the  United 
Sfcttes.  any  agency,  or  any  mterested  person  may  partiapate,  and  will  include 
*ntten  reasons  for  the  determination.  J        .  . 

(b)  The  United  States  or  any  participant  that  may  be  adversely  affected  by  an 
•«w»cy  determmation  covered  bv  subsection  la)  of  this  section  may  appeal  the 
^nnmation  to  the  United  States  Ckjurt  of  Claims  within  sixty  days  after  the 
•termination  is  issued.  That  C3ourt  will  have  exclusive  jurisdiction  to  determine  the 
■»tter  de  novo  and  to  affirm,  reverse  of  modify  the  agency  determination. 
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Sec.  504.  Nothing  in  this  Act  creates  any  immunities  or  defenses  to  actions 
the  antitrust  laws.    .  , 

AUTHORmr  or  fXDlRAi  AGENOB  \'\1 

Sec.  505.  (a)  Agencies  may  apply  for,  obtain,  maintain,  and  protect  patent  righff 
in  the  United  States  and  in  foreign  countries  on  any  invention   in   which  the 
Government  has  an  interest  in  order  to  promote  the  use  of  inventions  havinr^^ 
significant  commercial  potential  or  otherwise  advance  the  national  interest;  »^J 

(h)  Agencies  may  license  federally-owned  patent  rights  on  terms  and  condit 
consistent  with  Title  V; 

(c)  Agencies  may  transfer  patent  rights  to  other  agencies  and  accept  them 
other  agencies,  in  whole  or  in  part,  without  regard  to  the  Federal  Proc 
Administrative  Services  Act  of  1949  (40  U.S.C.  471); 

(d)  Agencies  may  withhold  publication  or  release  of  information  disclosing 
invention  long  enough  for  patent  applications  to  be  filed; 

(e)  Agencies  may  promote  licensing  of  federally-owned  patent  rights  by  

market  surveys,  acquiring  technical  information,  or  otherwise  enhancing  the 
ketability  of  the  inventions;  and 

(f)  Agencies  may  enter  into  contracts  necessary  and  appropriate  to  accomplish 
purposes  of  this  section. 

RCSPONSIBIUTIXS  OP  THS  SSCRTrAJRY  OP  OOUMXacS 

Sec.  506.  (a)  The  Secretary  of  Commerce  will— 

(1)  Consult  with  other  agencies  about  areas  of  science  and  technology  with 
tial  for  commercial  development. 

(2)  Coordinate  a  program  to  help  agencies  in  exercising  the  authority  even 
section  505; 

(3)  Evaluate  intentions  referred  by  agencies  to  identify  those  with  the 'great 
commercial  potential  and  to  promote  their  agencies. 

(4)  Help  agencies  seek  and  maintain  patents  in  the  United  States  and  in  for 
countries  by  paying  fees  and  costs  and  by  other  means;  ^ 

(5)  Develop  and  manage  a  Government-wide  program,  with  appropriate  privai 
sector  participation,  to  stimulate  transfer  to  the  private  sector  of^potentially  valt 
bie  federally-owned  technology  through  dissemination  of  information  about  t 
technology;  and 

(6)  Publish  notice  of  all  federally-owned  patent  rights  that  are  available 
licensing; 

(b)  There  is  authorized  to  be  appropriated  to  the  Secretary  of  Commerce 
sums  as  may  be  necessary  to  enable  the  Secretary  to  carry  out  responsiblities 
this  section. 

OKPiNrnoNS 

Sec.  507.  As  used  in  this  Act— 

(1)  Agency"  means  an  "executive  agency"  of  the  Federal  Government,  as  de£ 
by  section  105  of  title  5,  United  States  Code,  and  the  military  departmenU  de£. 
by  section  102  of  title  5,  United  States  Code.  "Responsible  agency"  means 
agency  which  is  party  to  a  contract  for  the  performance  of  research  or  developme 
has  received  patent  rights  from  another  agency,  or  has  administrative  juriadic 
over  an  employee-inventor. 

(2)  "Antitrust  laws"  means  the  laws  included  within  the  definition  of  the  _ 
"Antitrust  laws"  in  section  1  of  the  Qayton  Act  (15  U.S.C.  12).  as  amended,  and! 
Federal  Trade  Commission  Act  (15  U.S.(J.  41  et  seq.).  as  amended. 

(3)  "Contract"  means  any  Federal  contract,  cooperative  agreement,  or  grant  t 
provides  for  performance  of  research  or  development  substantially  funded  by  . 
Government.  It  covers  any  assignment,  substitution  of  parties,  or  subcontract  of  I 
same  type  under  such  a  contract.  It  does  not  cover  Federal  price  or  pu 
supports,  or  Federal  loans  or  loan  guarantees. 

(4)  "Contractor"  means  any  person  other  than  an  agency  that  is  a  party.:; 
contract. 

n,«^i  "Federal  employee"  means  any  civil  service  employee  as  defined  in 
2105  of  title  5,  United  States  Code,  and  any  member  of  the  uniformed  sc. 

^(6)  "Invention"  means  any  invention  that  is  or  may  be  patentable  under  the^ 
of  the  United  States.  "Contract  invention"  is  defined  by  section  201.  "Empl< 
invention"  is  defined  by  section  801. 

(7)  "Made"  when  used  in  relation  to  any  invention  means  conceived  or 
actually  reduced  to  practice. 
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(8)  "Nonprofit  organization"  means  universitiea  and  other  institutions  of  higher 
education  or  an  organization  of  the  type  described  in  section  501icK3)  of  the  Internal 
Revenue  Code  of  1954  i26  U.S.C.  501(c))  and  exempt  from  taxation  under  section 
501(a)  of  the  Internal  Revenue  Code  (26  VS.C.  501(a)). 

(9)  "Patent  rights'  means  patents  and  patent  licenses  and  sublicenses. 

1 10)  "Practical  application"  means  manufacture  of  a  machine,  composition,  or 
product,  or  practice  of  a  process  or  system,  under  conditions  which  establish  that 
the  invention  is  bemg  worked  and  its  benefits  are  available  to  the  public  on 
reasonable  terms. 

ill)  "Small  business"  means  a  small  bumneas  concern,  as  defined  m  section  2  of 
Public  Law  85-536  (15  U.S.C.  632)  and  implementing  regulations  of  the  Administra- 
tor of  the  Small  Business  Administration. 

(13)  "Sute"  means  a  State  or  territory  of  the  United  States,  the  Distrirt  of 
Columbia,  or  the  Commonwealth  of  Puerto  Rico.  "Local"  refers  to  any  domestic 
county,  municipality,  or  other  governmental  entity. 

(14)  "Will",  except  as  the  context  otherwise  requires,  has  the  same  meaning  as 
•3haU". 

KMVTDttXSTB  TO   OTHTR   ACTS 

Sec.  508.  (a)  Section  10(a)  of  the  Act  of  June  29,  1935,  as  added  by  title  1  of  the  Art 
of  August  14,  1946  (7  U.S.C.  427i(a);  60  Stat  1085)  is  amended  by  striking  out  the 
following:  "Any  contracts  made  pursuant  to  this  authority  shall  contain  require- 
ments making  the  results  of  research  and  investigations  available  to  the  public 
through  dedication,  assignment  to  the  Government,  or  such  other  means  as  the 
Secretry  shall  determme.  '. 

(b)  Section  205(a)  of  the  Art  of  August  14.  1946  (7  U.S.C.  1624(a):  60  Stat.  1090)  is 
amended  by  striking  out  the  following:  "Any  contrart  made  pursuant  to  this  section 
shall  contain  requirements  making  the  result  of  such  research  and  mvestigations 
available  to  the  public  by  such  means  as  the  Secretary  of  Agriculture  shall  deter- 

"^fsection  501(c)  of  the  Federal  Coal  Mine  Health  and  Safety  Art  of  1969  (30 
use.  951(c);  83  Stat.  742)  is  amended  by  striking  out  the  followmg:  "No  research, 
demonstrations,  or  experiments  shall  be  carried  out,  contracted  for,  sponsored, 
cosponsored,  or  authorized  under  authority  of  this  Art,  unless  all  information,  uses, 
products,  processes,  patents,  and  other  developments  resulting  from  such  research, 
demonstration,  or  experiments  will  (with  such  exception  and  limitation,  if  any,  as 
the  Secretary  or  the  Secretary  of  health.  Education,  and  Welfare  may  fmd  to  be 
necessary  m'the  public  mterest)  be  available  to  the  general  public".  ,  ,„..    , . 

id)  Sertion  106(c)  of  the  National  Traffic  and  Motor  Vehicle  Safety  Act  of  1966  do 
U.S.C.  1395(c):  80  Stat.  721)  IS  repealed.     ^  •.       ,        ,  ,^.^    .orrcr    la-i    (m 

le)  Sertion  12  of  the  National  Science  FoundaUon  Act  of  19o0  (42  U.S.C.  18(1,  64 

^fn  sSio^l52?f^e^tomic  Energy  Art  of  1954  (42  U.S.C.  2182;  68  Stat.  943)  is 

™(g)  The  National  Aeronautics  and  Space  Act  of  1958  (72  Stat.  426)  is  amended- 
(1)  By  repealing  sertion  305  (42  U.S.C.  2457).  However,  subeertions  (c),  (d),  and  (e) 
of  section  305  shall  continue  to  be  effective  with  respect  to  any  appUcation  for 
patents  in  which  the  written  statement  referred  to  in  subsection  (c)  of  such  section 
has  been  filed  or  requested  to  be  filed  by  the  Commissioner  of  Patents  and  Trade- 
marks before  the  effective  date  of  this  Act;  .„^„,„,,.  ,  r.  .u  .^;„„ 
-2)  By  striking  out,  in  sertion  306(a)  (42  VS.C.  2458(a),  "(as  defined  by  sertion 
305)";  and  by  stnkmg  out  "the  Inventions  and  Contnbutions  Board,  established 
under  sertion  305  of  this  Act"  and  inserting  instead:  "an  Inventions  and  Oontnbu- 
uons  Board  which  shall  be  established  by  the  Administrator  withm  the  Admmistra- 

^°3)  'By  inserting  at  the  end  of  section  203(c)  (42  U.S.C.  2478(c))  the  following  new 

■•(^)*lo  provide  effertive  contrartual  provisions  for  reporting  the  results  of  the 
activities  of  the  Administration,  including  full  and  complete  technical  reportmg  ol 
any  innovation  made  in  the  course  of  or  under  any  contrart  of  the  Administration.  . 

(4)  By  inserting  at  the  end  of  sertion  203  (42  U.S.C.  2478)  the  followmg  new 

'"^S  the  purposes  of  chapter  17  of"  tiUe  35  of  the  United  States  Code  the 
Administration  sh^lbe  considered  a  defense  agency  of  the  United  States,     and 

(5)  By  striking  out  the  following  in  such  section: 

"(Including  patents  and  rights  thereunder)".  ,  men  ,Qn  tt  c  r  fiKfi  7i 

fh)  Sertion  6  of  the  Coal  Research  and  Development  Art  of  1960  (30  U.S.C.  666,  74 
Sut.  337)  IS  repealed. 
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-.'  Section  4  of  the  Helium  Act  Amendments  of  1960  i.50  U  S  C  16Tb:  T4  Sut  920i 
i  amended  by  strikine  out  the  following:  "Provided,  however.  That  all  research 
contracted  for.  sponsored,  cosponsored.  or  authorized  under  authonty  of  this  Act 
snail  be  pro^nded  tor  in  such  a  manner  that  aJl  information,  uses,  products,  process-  > 
-<  paten'.i.  and  other  developments  resulting  from  such  research  developed  bv 
Government  expenditure  will  'with  such  exceptions  and  limitations,  if  anv.  as  the 
Socretan.-  may  find  to  be  necessan,-  in  the  interest  of  national  defense'  be  available 
-.0  '.r.e  eeneral  public  And  provnded  further.  That  nothing  contained  herein  shall  be 
;-:ns:rued  as  to  deprive  the  owner  of  any  background  patent  relating  thereto  to  such 
r.ehts  as  he  may  have  thereunder  "  and  by  inserting  instead  a  oenwi. 

J I  Section  32  of  the  .Arms  Control  and  Disarmament  Act  of  1961  (22  U  S  C   2572; 
T.'  Stat  6341  is  repealed  '; 

k'  Subsection  'ei  of  Section  302  of  the  Appsdachian  Regional  Development  Act  of 
'.96.T  '40  U.S.C  App.  302ie':  79  Sut.  .5i  is  repealed. 

!    Except  for  paragraph    I '.  section  9  of  the  Federal  Nonnuclear  Energy  Research 
and  Development  Act  of  1974  '42  US  C.  5901;  88  Stat.  1878i  is  repealed 

rrr  Section  .>ii  of  the  Tennessee  Valley  Authority  Act  of  1933  ;16  U  S  C   SSldd);'' 
4S  Stat  61 1,  is  amended  by  stnking  both  proviso  clause  at  the  end. 

01  Section  bid)  of  the  Consumer  Product  Safety  Act  il5  U.S.C.  2054tdi;  88  Stat 
1211'.  IS  repealed.  -4 

p   Section  3  of  the  Act  of  April  .3.  1944  (30  U.S.C.  323.  58  Stat.  191'.  is  repealed'' 

(q    The   Resources   Conservation   and   Recovery  Act  of   1976  (90  Stat.   2795)  i*  < 

amended —  -.' 

1^  By  repealing  section  *001ic»3t  (42  U.S.C.  6981(cK3);  90  Stat.  2831);  and  "^ 

■2'  By  Striking  out.  m  section  8004(ch2)  (42  U.S.C.  6984(cx2)i  the  second  sentena/ii 
notwithstanding  section  6881(C)(3i  of  this  titel,." 

ri  Section   12  of  the  Electric  and  Hybrid  Vehicle  Research.  Development,  aiuf 
Demonstration  Act  of  1976  <  15  U.S.C.  2511,—  Stat.  — i  is  repealed. 

s'  Paragraph  r'  of  Section  19  of  the  Federal  Nonnuclear  Energy  Research  anflf « 
Development  Act  of  1974.  Public  Law  93-577,  as  amended.  Public' Law  95-238.  i«  . 
repealed;  subparagraph  ig^  of  said  Section  19  is  eimended  by  striking  "under  section  ^ 
J  of  this  Act    in  the  first  sentence.  ' 

ti  Section  112idM2i  of  Public  Law  95-39  enacted  on  June  3.  1977.  is  amended  b^ 
striking  shadl  be  governed  by  the  provisions  o!"  ^tion  9  of  the  Federal  Nonnuclea^r 
Lnerg\  Research  and  Development  Act  of  1974  and".  i^ 

ui  Section  40c  of  tne  Water  Research  and  Development  Act  of  1978  (42  U.S.C,5 
"■^'■J.  92  Suat.  1316i  is  repealed.  ^3§ 

EFFECTIVE    DATE  "gm 

Sec.  509  This  Act  will  take  effect  on  the  first  day  of  the  seventh  month  beginni 
after  its  enactment.  Implementing  regulations  may  be  issued  earlier. 

Section-By-Section  Analysis 
Title  I— Poucy 

Sec.  101,  Findings. 

Section  101  states  the  finds  of  the  Congress;  namely,  that:  ^  . 

1)  Inventions  that  result  from  federally  sponsored  or  supported  research  i 
development  constitute  a  valuable  national  resource; 

"(2)  Federal  policy  on  allocation  of  patent  rights  in  such  inventions  should  st 
late  innovation,  should  meet  the  needs  of  the  Government,  should  foster  comp 
tion,  should  recognize  the  equities  of  Government  contractors  and  Federal  emplj 
ee-inventors.  and  should  provide  small  busmesses  and  educational  institutions 
special  incentives  to  participate  in  Federal  research  and  development  progrems 
to  commercialize  resulting  inventions:  and 

"'2'  The  public  interest  would  be  advanced  if  greater  efforts  were  made  to 
mote  commercial  use  of  new  technology  that  results  from  federally  sponsor 
supported  research  and  development.  ' 

sec.  102.  Purpose. 

Section  102  states  the  purposes  of  this  Act  which  are  responsive  to  the 
Title  I,  Section  101(c)  of  P.L.  94-282.  The  National  Science  and  Technology 
Organization  and  Priorities  Act  of  1976  that: 

Federal  patent  policies  should  be  developed  based  on  uniform  principles, 
have  as  their  objective  the  preservation  of  incentives  for  technological  inno 
and  the  application  or  procedures  which  will  continue  to  assure  the  full 
oeneficial  technology  to  serve  the  public." 
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The  purposes  of  the  Act  are: 

■1)  To  establish  an  effective  Federal  system  tor  management  and  use  of  inven- 
tions that  result  from  federally  sponsored  or  supported  research  and  development, 

■  2)  To  allocate  patent  rights  m  inventions  that  result  from  federally  sponsored  or 
supported  research  and  development  in  ways  that— 

A)  Stimulate  innovation, 

Bi  Encourage  participation  of  al\  qualified  contractors. 

Ci  Foster  competition. 

•  D'   Eleduce  administrative  burdens  on   Federal  agencies  and   their  contractc-- 

E    Promote  wiaespread  public  use  of  inventions  maae  witn  public  support,  ar.d 

F    Provide  special  incentives  to  small  businesses  and  nonprofit  organizations. 

■■i3)  To  allocate  equitably  patent  rights  in  Federal  employee  inventions: 

"i4)  To  provide  for  domestic  and  foreign  patenting  of  federally-owned  invention? 
and  licensing  of  federtdly-owned  patent  rights,  with  the  objective  of  strengtnening 
the  Nation  s  economy  and  expanding  its  domestic  eind  foreign  markets:  and 

"101  To  amend  or  repeal  inconsistent  laws." 

Title  II— Contract  Lntventions 

Sec.  201   "Contract  Inventions":  Reporting. 

Section  201  defines  "contract  inventions"  and  sets  forth  a  contractors  responsibil- 
ity with  regard  to  a  contract  invention. 

Subsection  la)  defines  "contract  inventions"  as  "inventions  made  in  the  course  of 
or  under  Federal  contracts." 

Subsection  ib)  requires  that  all  contractors  provide  the  responsible  Federal  agency 
*ith  timely  reports  on  each  contract  invention  containims  complete  technical  infor- 
mation about  the  mformauon  and  a  list  of  each  country,  if  any,  in  which  the 
contractor  elects  to  file  a  patent  application.  In  addition,  unless  the  contractor  is  a 
small  business  or  nonprofit  organization,  contractors  must  list  each  field  of  use  m 
which  the  contractor  mtends  to  commercialize  the  mvention  or  otherwise  achieve 
public  use  of  the  invention,  e.g.,  by  actively  licensing  it  Each  selected  field  of  use  is 
to  oe  described  "with  sufficient  particularity  to'  distinguish  those  fields  of  use 
selected  by  the  contractor  from  those  fields  of  use  left  to  the  Government  The 
Government  is  prohibited  from  publishing  or  releasing  these  reports  until  tne 
earner  of  one  year  from  receipt  of  all  of  the  !*^uired  information  or  the  contracio.- 
nas  had  a  reasonable  tune  to  file  a  patent  application:  tne  Government  may  so 
withhold  such  information  contained  in  other  records  or  reports 

The  field  of  use  selection  process  mtended  to  be  undertaken  unilaterally  by  the 
contractor  without  the  need  for  negotiation  with  any  Federal  agency  and  only  alter 
an  invention  is  made  and  reported  to  the  Government.  The  standard  of  precision 
expected  is  that  associated  with  normal  business  practice  The  aim  is  for  the 
contractor  to  indicate  those  fields  of  use  in  which  it  is  interested  commencally  so 
that  the  Govenment  can  promote  the  commercialization  of  any  unselected  fields 
detenmned  to  be  potentially  valuable. 

The  temporary  prohibition  on  publishing  or  releasing  contractor  reports  is  neces- 
sarv  m  order  to  avoid  the  poasible  forfeiture  of  patent  protection  m  some  countries. 
Subsection  (c)  provides  for  the  responsible  agency  s  depriving  a  contractor  who 
fails  to  file  the  reports  required  by  subsection  (bi  of  any  or  all  the  nghts  it  otherwise 
would  have  under  Title  II. 
Sec.  202.  Allocation  of  Rights— Small  Business  and  Nonprofit  Organizations. 
Subsection  ia)  provides  for  the  acquisition  of  title  to  contract  mventions  by  con- 
tractors which  are  either  a  small  business  or  a  nonprofit  organization.  They  would 
acquire  title  in  each  country  listed  under  section  (b)(2)  of  section  201  m  which  they 
filed  a  patent  application  within  a  reasonable  time:  their  title  would  be  subject  to 
the  Government  s  mmimum  rights  under  section  204  and  to  march-m  rights  under 
seaion  206.  ^      ^    r^ 

Subsection  (b)  provides  for  acquisition  of  title  to  contract  mventions  by  the  Gov- 
ernment m  each  country  in  which  a  small  business  or  nonprofit  organization  elects 
not  to  file  a  patent  application  or  fails  to  file  within  a  reasonable  time. 
Sec.  203.  Allocation  of  Rights— Other  Contractors. 

Subsection  (a)  provides  for  the  acquisition  of  title  by  the  Government  to  all 
contract  mventions  not  made  by  a  small  business  or  nonprofit  organization. 

Subsection  (b)  provides  for  the  contractor  to  receive  an  exclusive  license  m  each 
field  of  use  described  under  subsection  (b)  of  section  201  in  each  country  listed  under 
that  subsection  m  which  it  files  a  patent  application  within  a  reasonable  time  The 
contractor's  license  is  subject  to  the  Government  s  minimum  rights  under  section 
205  and  march-in  rights  under  section  206. 
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Subsection  c  provndes  that  the  contractor  will  acquire  its  exclusive  license  by 
operation  of  law  ninety  days  after  providing  the  responsible  agency  with  all  the 
information  required  by  subsection  ib)  of  section  301  unless  the  agency  earlier 
notitles  the  contractor  of  a  determination  under  subsection  ^di  of  this  section  with 
respect  to  any  field  of  use.  In  that  case,  the  contractor  would  acquire  an  exclusive 
license  by  operation  of  law  in  all  other  selected  fields  of  use.  if  any 

Subsection  d'  sets  forth  the  basis  for  an  agency  determination  that  a  contractor 
wii:  not  receive  an  exclusive  license  in  a  selected  field  of  use 

The  contractor  will  not  acquire  an  exclusive  license  in  any  field  of  use  if  the 
responsible  agency  determines  that  the  contractor's  possession  of  such  a  license — 

'  i   Would  be  contrary  to  the  requirements  of  the  agency  s  mission: 

2 1  Would  impair  national  security;  or 

<3>  Would  violate  the  Federal  antitrust  laws  if  the  receipt  by  the  contractor  of   • 
such  a  license  were  deemed  am  acquisition  of  assets  of  another  corporation 

Subsection  idl  is  intended  to  be  permissive.  An  agency  is  not  required  to  under- 
take any  determination,  perhaps  preferring  to  await  actual  experience  under  the 
exclusive  license  to  see  whether  circumstances  then  justify  exercise  of  a  march-in 
right   reserved   by  section  206.   Further  to  reduce  administrative  burdens  and  to 
increase  the  security  of  the  contractor  in  its  knowledge  that  it  will  receive  exclusive    ' 
rights  in  the  invention,  the  scope  of  the  agency's  inquiry  underlying  this  det«rmina-  * 
tion  is  limited.  The  agency's  review  should  focus  on  those  unforseen  circumstance^  ^ 
of  which  It  has  become  aware  since  the  time  of  contractmg  that  now  require  it  t<y'^- 
deny  the  contractor  an  exclusive  license  m  a  particular  field  of  use.  The  contractor 
snould  not  be  denied  an  exclusive  license  solely  on  the  basis  of  facts  that  were 
known  or  reasonably  foreseeable  by  the  agency  at  the  time  of  contracting.  If  such   ' 
facts  do  exist  at  the  time  of  contractmg,  the  agency  normally  will  deviate  from  the 
standard  patent  nghts  clause  so  that  the  contractor  will  know  at  that  time  that  it 
will   not   receive  an   exclusive   license  to   practice   a  forthcommg   mvention   in  a 
particular  field  of  use.  *' 

Subsection  le;  provides  that,  whenever  an  agency  determines  that  a  contractor 
will  not  receive  an  exclusive  license  in  any  field  of  use.  it  must  include  in  it^ 
determination  written  reasons,  and  that  the  contractor  has  the  right  of  appeal  de* 
novo  to  the  United  States  Court  of  CTaims  within  sixty  days  after  the  determmarioi^  • 
IS  issued.  The  G^urt  of  Claims  is  given  exclusive  jurisdiction  to  affirm,  reverse,  or 
modify  the  agency  determination.  Specifically  included  is  the  authonty  to  order  th* 
responsible  agency  to  issue  an  exclusive  license  to  the  contractor  "ty 

Subsection  'f  permits  the  responsible  agency  to  grant  the  contractor  title  to  aiff^^^ 
contract  mvention  in  any  foreign  country  in  which  the  contractor  agrees  to  file  a  % 
patent  application,  provided  the  agency  determines  that  the  national  interest  wouM*' 
not  be  affected  adversely.  '*i 

Sec.  204.  Contractor  License.  ^*e 

Subsection  204  automatically  grants  a  nonexclusive,  royalty  free  license  to  each  i 
contractor  complying  with  subsection  (b)  of  section  201  to  practice  the  contrajitj 
invention  in  all  countries  in  which  it  neither  receives  title  under  subsection  (a)^5 
section  202  nor  receives  an  exclusive  license  under  subsection  fb)  of  section  203. 'TMm 
nonexclusive  contractor  license  may  be  revoked  by  the  Government  only  to  tif^ 
extent  necessary  to  grant  an  exclusive  license  under  Title  FV.  It  is  expected  that,H 
long  as  the  contractor  is  working  the  invention  under  its  nonexclusive  license, 
would  be  no  occasion  to  grant  an  exclusive  license,  and.  therefore,  no  need  to  re'v 
the  contractor  s  exclusive  license. 

Sec.  205.  Minimum  Government  Rights. 

Subsection  (a)  sets  forth  the  minimum  rights  the  Government  has  in  every 
tract  invention,  unless  waived  under  the  authonty  of  section  207.  These  minimt 
rights  include; 

■il)  The  right  to  require  from  the  contractor  written  reports  on  the  use  of 
invention, 

''2)  A  royalty-free  worldwide  license  to  practice  the  invention  or  have  it  prac 
for  the  Government,  and 

"1.3^  The  right  to  license  or  sublicense  State,  local,  or  foreign  govemmentBi 
practice  the  invention  or  have  it  practiced  for  them,  if  the  agency  detemmes  at 
time  of  contracting  that  acquisition  of  this  right  would  serve  the  national  inter^ 

Subsection  (b)  requires  that,  whenever  the  Government  has  rights  in  a  con« 
mvention,  notice  of  those  rights  are  to  be  included  in  each  patent  applications- 
patent  on  the  invention. 

Sec.  206  March-in  Rights. 

Section  206  sets  forth  the  basis  on  which  the  responsible  agency  may  ter 
the  contractor's  title  or  exclusive  rights  with  respect  to  one  or  more  fields  of  i 


243 


485 

anv  patent  on  a  contract  invention:  nriay  require  the  contractor  to  grant  appropnate 
license  or  sublicenses:  or.  if  necessary,  may  grant  such  licenses  or  sublicenses  itself 
Subsection  lai  sets  the  grounds  for  exercise  of  the  Government  s  march-m  rights: 
1  ^  If  the  contractor  has  not  taken  and  is  not  expected  to  take  timeiy  and  effective 
action  to  achieve  practical  application  of  the  invention  in  one  or  more  of  the  fields 
of  use  selected; 

2'  If  necessary  to  protect  the  national  security: 

:ji  If  necessary  to  meet  requirements  for  public  use  specified  by  Federal  regula- 
tion: 

4  If  the  contractor  s  rights  m  the  invention  would  violate  the  Federal  antitrust 
laws  if  the  receipt  by  the  contractor  of  those  nghts  were  deemed  an  acquisition  of 
assets  by  amother  corporation;  or 

i5i  If  the  contractor  has  failed  to  comply  with  the  reporting  requirements  of  this 
Act 

The  Government  may  march-in  only  in  a  field  of  use  which  gives  rise  to  one  or 
more  of  the  situations  described  in  the  above  five  paragrapfc^.  The  fact  that  a 
contractor  s  behavior  does  not  give  rise  to  such  a  situation  with  respect  to  some  field 
of  use  will  not  prevent  the  Government  from  marching-in  m  another  field  of  use 
Subsection  (b)  permits  the  responsible  agency  to  exercise  its  march-m  rights 
either  on  its  own  initiative  or  in  response  to  a  petition  from  an  interested  person 
;ustifving  such  action.  Agency  failure  to  initiate  a  march-in  proceeding  in  response 
to  a  petition  is  not  a  determination  appealable  to  the  United  States  Court  of  Claims 
under  section  503. 

Subsection  ic)  enables  an  agency  to  specify  reasonable  licensing  terms  whenever. 
:n  e.xercise  of  its  march-in  rights,  it  requires  a  contractor  to  grant,  or  itself  grants,  a 
hcense  or  sublicense. 
Sec.  207.  Deviation  and  Waiver 

Section  207  permits  Federal  agencies,  to  further  an  agency's  mission  or  the  public 
interest,  to  deviate  from  any  standard  patent  rights  clause  issued  under  section  209. 
acquiring  more  or  fewer  nghts  to  a  contract  mvention. 

Subsection  a)  authorizes  deviations  either  on  a  class  basis  in  accordance  with 
regulations  to  be  issued  under  section  209.  or.  unless  prohibited  by  those  regula- 
uons.  under  regulations  issued  by  an  agency  itself  Case-by<ase  deviations  are 
permitted  when  authorized  by  the  head  of  an  agency  or  a  designee,  and  descnbed  in 
the  Federal  Register. 

Subsection  ib)  forbids  wjiiver  under  any  circumstances  of  the  national  security 
and  antitrust  march-in  rights  reserved  by  seaions  206<aK2i.  206|a)(4).  and  206(c> 
>hich  provides  for  agency-set  licensing  terms  in  the  event  the  Government  requires 
licensing  as  a  march-m  remedy]. 

Subsection  id  forbids  waiver  of  sections  203(a)  (Government  acquisition  of  title  to 
contract  mventions  not  made  by  small  businesses  or  nonprofit  organizationsj  and 
206<a)(li  [Government  march-m  right  for  noncommercialization],  except  (U  in  con- 
tracts mvolvmg  a  substantial  contribution  of  resources  by  the  contractor  or  (2) 
where  a  contractor  whose  participation  is  necessary  to  the  successful  accomplish- 
ment of  an  agency  mission  will  not  participate  under  the  standard  patent  rights 
clause. 
Sec.  208  Transfer  of  Rights  to  Contractor  Employees. 

Section  208  authorizes  a  contractor  s  employee-inventor  to  receive  some  or  all  of 
the  contractors  nghts  to  a  contract  invention  if  the  responsible  agency  and  the 
contractor  approve.  The  corresponding  obligations  of  the  contractor  under  Title  II 
then  t)ecome  the  obligations  of  the  employee 
Sec  209.  Regulations  and  Standard  Patent  Rights  Qause 

Section  209  requires  the  Office  of  Federal  Procurement  Policy  to  direct  the  issu- 
sace  of  regulations  implementmg  Title  III.  mcluding  the  establishment  of  a  stand- 
ard patent  rights  clause  or  clauses. 

Title  III — Inventions  of  Federal  Employees 

Sec  301.  Employee  Inventions. 

Seaion  301  defines  "employee  inventions"  as  inventions  made  by  Federal 
employees. 

Sec.  302.  Reporting  of  Inventions. 

Seaion  302(a)  requires  that  a  Federal  employee  report  to  the  employee's  agency 
»11  mventions  made  while  an  employee  of  that  agency.  The  Government  is  prohibit- 
ed from  publishing  or  releasing  these  reports  until  the  earlier  of  one  year  after 
their  receipt  of  the  fmal  disposition  of  nehts  under  this  Title 

Sec.  303.  Criteria  for  the  Allocation  of  Rights. 
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Section  303  establishes  the  cnteria  for  allocation  of  invention  rights  between  the 
Govemaaent  and  its  employee-inventor.  Basically,  the  allocation  depends  upon  the 
relationship  of  the  invention  to  the  employee  s  work  and  the  use  of  Government 
resources. 

Para^aph  1 1 )  provides  for  Government  acquisition  of  all  mvention  rights  if  the  ' 
invention  bears  a  direct  relation  to  the  duties  of  the  emplovee-mventor  or  was  made 
in  consequence  of  the  employee's  employment. 

Paragraph  <2)  provides  that,  where  the  invention  neither  bears  a  direct  relation  to 
the  employee  9  duties  nor  was  made  in  consequence  of  the  employee  s  employment, 
but  was  made  with  a  contribution  of  Federal  resources,  the  emplovee  mav  receive 
all  rights  in  the  mvention  subject  to  a  nonexclusive  royalty-free  worldwide  licenas 
to  the  Government  to  practice  the  invention  or  have  it  practiced  for  the  Govern-.  " 
ment  as  well  as  to  sublicense  State,  local,  or  foreign  governments  if  acquisition  of 
this  right  would  serve  the  national  interest.  \ 

Paragraph  (3)  permits  the  Government  to  waive  to  the  emplovee  its  rights  under 
paragraph  ( 1)  of  this  section,  subject  to  the  Government  license  described  in  par*: 
graph  (2)  of  this  section.  \         - 

Paragraph  f4)  requires  the  Government  to  acquire  all  rights  in  any  invention  if 
the  national  security  might  be  impaired  should  the  employee-mventor  receive  rights 
to  it.  notwithstandmg  the  provisions  of  paragraphs  (2)  or  (3)  of  this  section.  •  *# 

Paragraph  (5)  entitles  an  employee-inventor  to  all  rights  in  an  invention  made  by. 
the  employee  not  covered  by  paragraphs  (1).  (2),  or  (3)  of  this  section.  J 

Paragraph  (6)  permits  the  Government  to  enter  into  agreements  allocating  rightir  '' 
in  inventions  resulting  from  research  and  development  to  which  other  parties  have.^ 
contributed  substantially,  notwithstanding  paragraph  (1)  of  this  section.  ^^* 

Sec.  304.  Presumptions. 

Section  304  establishes  rebuttable  presumptions  for  the  application  of  the  criteria  i( 
set  forth  in  section  303.  -      ? 

Subsection  (a)  sets  out  employee  duties  which  establish  a  rebuttable  presumptio^ 
that  an  invention  falls  within  the  criteria  of  paragraph  (1)  of  section  303.  Thus,  ftj^ 
example,  if  an  employee  is  assigned  to  condua  research  amd  development  work,  it  is 
presumed  that  the  Government  will  have  the  right  to  title  in  any  mvention  madi|^ 

Subsection  (b)  establishes  a  rebuttable  presumption  that  an  mvention  made  by  i 
employee  whose  duties  fall  outside  those  listed  in  paragraph  la)  of  this  section  fa 
within  the  criteria  of  paragraph  (2)  of  section  303.  reservmg  to  the  employee  title  ■ 
an  employee-invention  subject  to  certain  license  rights  in  the  Government. 

Sec.  305.  Review  of  Agency  Determmations. 

Section  30.5  provides  for  the  review  of  Federal  agency  determinations  rega 
the  respective  rights  of  the  Government  and  a  Federal  employee-mventor  m  sit 
tions  in  which  the  agency  determines  not  to  acquire  all  rights  in  an  invention" 
where  an  agrieved  employee-inventor  requests  review.  The  review  is  to  be  conduc 
according  to  regulations  issued  under  section  309. 

Sec.  306.  Reassignment  of  Rights. 

Section  306  establishes  a  right  in  the  Government  to  adjust  the  rights  acqt 
from  a  Federal  employee-inventor  on  the  basis  of  evidence  that  the  granting^ 
greater  rights  to  the  employee-mventor  is  necessary  to  correct  an  inequiudile  all^ 
tion  of  rights. 

Sec.  307.  Incentive  Awards  Program. 

Subsection  (ai  provides  Federal  agencies  the  right  to  establish  an  incentive  awa 
program  which   is  intended  to  monetarily  recognize  Federal  employee-invent 
stimulate  mnovative  creativeness,  and  encourage  disclosures  of  inventions  which J 
turn  will  enhance  the  possibility  of  utilization  through  the  Federal  Licensing 
gram  established  under  Title  IV. 

Subsection  fb)  sets  forth  the  criteria  for  making  sui  award. 

Subsections  ic),  (d).  and  (e)  establish  the  procedures  for  making  awards  of  differ 
amounts. 

Subsection  (f)  provides  that  acceptance  of  a  cas'^  reward  constitutes  an  agreet 
by  the  employee-inventor  that  any  use  by  the  Government  of  an  mvention  for 
£m  award  is  made  does  not  form  the  basis  of  a  further  claim  of  any  nature 
the  Government  by  the  recipient,  his  heirs,  or  assigns. 

Subsection  (gj  requires  that  an  award  should  be  paid  from  the  fund  or  appr 
ation  of  the  agency  primarily  benefittingr  i 

Sec.  308.  Income  Shanng  from  Patent  Licenses. 

Section  308  authonzes  Federal  agencies  to  share  mcome  from  licensmg  the 
emment's  patent  righta  with  the  employee-inventor.  ' 

Sec.  309.  Regulations. 
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Subsection  ai  makes  the  Secretary  of  Commerce  responsible  for  issumg  reguJa- 
:10ns  to  implement  Title  III. 

Subsection  ibi  provides  that  determinations  concerning  a  Federal  employee's  pro- 
-notion  of  the  employee's  mvention  is  subject  to  regulations  to  be  prescribed  by  the 
Secretan.-  of  Commerce  with  the  concurrence  of  the  Office  of  Government  Ethjcs 
jr.d  the  Attorney  General.  The  intention  is  to  ensure  that  a  Federal  employee  will 
-,ot  be  prohibited  from  promoting  his  own  invention  if  consistent  with  conflict  of 
;nterests  regulations. 

Tttle  rv — Licensing  of  Federau-y-Owned  Inventions 

Sec  401  Covered  Inventions. 

Section  401  provides  that  Title  IV  applies  to  all  federally-owned  patent  nghts. 
including  licenses  or  sublicenses  granted  or  required  to  be  granted  by  the  Govern- 
ment under  section  206.  However  it  does  not  apply  to  Licenses  established  by  the 
other  sections  of  Title  II. 
Sec.  402.  Exclusive  or  Partially  Elxclusive  Licenses. 

Section  402  sets  out  terms  and  conditions  under  which  a  Federal  agency  may 
^ant  an  exclusive  or  partially  exclusive  license. 

Subsection  (a)  provides  that  an  exclusive  or  partially  exclusive  domestic  license 
may  be  granted  only  after  public  notice  and  opportunity  for  filing  written  objections 
and  only  if  the  responsible  agency  determines  that  such  licensing  is  necessary  to 
achieve  practical  application  of  the  invention  and  that  the  scope  of  proposed  exclu- 
sivity 13  not  greater  than  reasonably  necessary. 

Subsection  (hi  provides  that  an  exclusive  or  partially  exclusive  foreign  license  may 
be  granted  only  after  public  notice  and  opportunity  for  filing  written  objections  and 
after  a  determination  whether  the  interests  of  the  Government  or  of  United  States 
industry  in  foreign  commerce  will  be  enhanced. 

Subsection  (c)  prohibits  the  granting  of  a  license  under  this  section  if  the  responsi- 
ble agency  determines  that  the  grant  would  violate  the  Federal  antitrust  laws  if  the 
.'eceipt  by  the  contractor  of  such  a  license  were  deemed  an  acquisition  of  assets  of 
another  corporation. 

Subsection  (d)  requires  Federal  agencies  to  maintain  publicly  available,  periodical- 
ly updated  records  of  their  determinations  to  grant  exclusive  or  partially  exclusive 
licenses. 
Sec.  403.  Minimum  Government  Rights. 

Section  403  sets  forth  the  minimum  rights  the  Government  is  to  have  in  every 
exclusive  or  partiailly  exclusive  license.  These  minimum  rights  include: 

(1)  The  right  to  require  from  the  licensee  written  reports  on  the  use  of  the 
mvention 

"(2)  A  royalty-free,  worldwide  right  to  practice  the  invention  or  have  it  practiced 
for  the  Government,  and 

"(3)  The  right  to  license  State,  local,  or  foreign  governments  to  practice  the 
invention  or  have  it  practiced  for  them  if  the  agency  determines  that  reservation  of 
this  nght  would  serve  the  national  interest." 
Sec.  404.  March-in  Rights. 

Section  404  sets  forth  the  basis  on  which  the  responsible  agency  may  terminate 
an  exclusive  or  partially  exclusive  Ucense. 
Subsection  (a)  sets  forth  the  groimds  for  such  termination: 
li  If  the  licensee  has  not  taken  and  is  not  expected  to  take  timely  and  effective 
action  to  achieve  practical  application  of  the  invention  in  the  fields  of  use  affected; 
"  2i  If  necessary  to  protect  national  security; 

"13 1  If  necessary  to  meet  requirements  for  public  use  specified  by  Federal  regula- 
tion; 

''4'  If  the  licensee's  rights  in  the  invention  would  violate  the  Federal  antitrust 
laws  if  the  receipt  by  the  contractor  of  those  rights  were  deemed  an  acquisition  of 
assets  bv  ainother  corporation;  or 

'5)  If  the  licensee  has  failed  to  comply  with  the  terms  of  the  license." 
Subsection  ("b)  permits  the  responsible  agency  to  exercise  its  march-in   rights 
either  on  its  own  initiative  or  in  response  to  a  petition  from  an  interested  person. 
Sec.  405.  Regulations. 

Section  405  makes  the  Office  of  Federal  Procurement  Policy  responsible  for  direct- 
ing the  issuance  of  regulations  specifying  the  terms  and  conditions  upon  which 
federally-owned  patent  rights  may  be  licensed.  Agencies  are  permitted  to  deviate 
from  such  regulations  on  a  class  basis  unless  prohibited  by  the  Office  of  Federal 
Procurement  Policy. 
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TrruE  V — Misceixaneous 

Sec.  501    Patent  Enforcement  Suits  and  Right  of  Intervention. 

Section  501  provides  for  enforcement  of  an  exclusive  license  under  the  Act  by 
exclusive  licensee  without  the  necessity  of  joining  the  United  States  as  a  party  '~ 
intention  is  to  make  the  exclusive  license  the  functional  equivadent  of  title  wit.^^ 
tne  specified  fields  of  use  However,  the  Attorney  General  and  the  agencv  thaj 
granted  the  license  must  be  given  prompt  notice  of  the  suit  and  sen-ed  copies  of 
papers  as  though  they  were  parties  to  the  suit.  ^f^. 

Sec  502.  Bacli^ound  Rights.  ;    ' 

Section  502  provides  that  nothing  in  the  Act  shall  be  construed  to  deprive  th«-* 
owner  of  any  background  patent  or  of  nghts  under  such  a  patent.  ^ft<i 

Sec.  503.  Notice.  Hearing,  and  Jucicial  Review.  ''V? 

Subsection  lai  requires  that  agency  determinations  under  sections  201  [failure' 
submit   the   reports   required   by   subsection  ib)  of  section   201],   206(ai  and   ; 
.Government  march-in   rights],  and  404  [Government  march-in  rights]  must  ha*^ 
written  reasons  and  be  preceded  by  public  notice  and  an  opportunity  for  a  hearia?'- 
m  which  the  United  Slates,  any  agency,  and  any  interested  person  mav  participate. 

Subsection  ("bi  permits  the  United  Sutes  or  an  adversely  affected  participant  tit- 
appeal  a  subsection  (a)  determmation  to  the  United  States  Court  of  Claims  witt^jgU 
sixty  days  after  it  is  issued.  The  Court  of  Qaims  is  given  exclusive  jurisdiction  to  * 
determine  the  matter  de  noLo.  affirmmg,  reversing,  or  modifying  the  agency  dete^^ 
muiation.  -^f»; 


Sec  504  Relationship  to  Other  Laws.  ^^jW 


Section  504  is  mtended  to  remove  any  implication  that  the  Act  provides  immunit 


from  the  antitrust  laws.  '  •'*| 

Sec.  505  Authority  of  Federal  Agencies.  ^ 

Subsections  la),  tb),  ic),  id),  (ei,  and  (f)  set  forth  the  authority  of  Federal  agencies  t<^ 
protect  patent  rights  at  home  and  abroad  in,  '  ~ 

"Any  mvention  in  which  the  Government  has  an  interest  in  order  to  promote  the 
ue  of  inventions  having  significant  commercial  potential  or  otherwise  advance 
national  mterest;" 

To  license  federally-owned  patent  rights;  to  transfer  patent  nghts  to  and  a(  _^. 
transfers  of  patent  nghts  from  other  agencies  without  reeard  to  the  property 
transfer  procedures  required  by  the  Federal  Property  and  Administrative  Service*:  t 
.Act  of  1949  (40  use  471';  to  withhold  publication  or  release  of  information  discloe/J 
ing  any  mvention  long  enough  for  patent  applications  to  be  filed;  to  promote  th^.^ 
licensing  of  federally-owned  patent  rights;  and  to  enter  into  contracts  to  accomplah  9 
tne  purpose  of  this  section.  ^3 

Sec.  506.  Responsibilities  of  the  Secretary  of  Commerce.  %m 

Section  506  provides  the  authonties  necessary  for  the  Department  of  Commeroirf^ 
effectively  to  assist  other  Federal  agencies  administer  the  licensmg  of  federailji^ 
owned  inventions  or  to  do  so  entirely  by  itself  based  on  a  transfer  of  patent  rights  ti 
a  federally-owned  invention  to  the  Department  of  Commerce  pursuant  to  sectioa 
505(3). 

Paragraph  (aXl)  authorizes  the  Secretary  of  Commerce  to  coordinate  a  program"!! 
help  agencies  carry  out  their  authonties  under  the  Act. 

Paragraph  (aK2)  authonzies  the  Secretary  to  publish  notices  of  all  federally- 
patent  rights  available  for  licensmg. 

Paragraph  (aK3)  authorizes  the  Secretary  to  evaluate  inventions  referred  to  it 
Federal  agencies  in  order  to  identify  those  inventions  with  the  greatest  comme; 
potential. 

Paragraph  (a)(4)  authorizes  the  Secretary  to  develop  and  manage  a  govemmen 
wide  program,  with  pnvate  sector  participation,  to  stimulate  transfer  to  the  pri 
sector  of  potentially  valuable  federally-owned  technology. 

Paragraph  ianb)  authorizes  the  Secretary  to  assist  the  Federal  agencies  in  see 
and  maintaining  patent  protection  in  any  country,  including  the  payment  of 
and  costs 

Paragraph  (a»(6)  authorizes  the  secretary  to  consult  with  the  Federal  aagent 
about  areas  of  science  and  technology  with  commercial  potential. 

Subsection  (b)  authorizes  the  appropriation  to  the  Secretary  of  Commerce  of 
sums  as  thereafter  may  be  necessary  to  enable  the  Secretary  to  carry  out  respor^jj 
bilities  under  this  section. 

Sec.  507.  Definitions. 

Section   507   sets  out  the  defmitions,   for  purposes  of  the  Act,   for  the 
"Agency",  "Responsible  agency",   'antitrust  laws",  "contract",  "contractor",  "F 
al  employee",  "invention",  "made",  "nonprofit  organization",  "patent  rights",  "p 
tical  application",  "small  business",  "state",  "local",  and  "will". 
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Sec  oH'i   Amendments  to  Other  Acts 

Section  50?  is  mtended  to  amend  or  repeal  parts  of  other  acts  covering  similar 
subject  matter  Acts  which  have  been  identified  as  covering  similar  subject  matter 
are 

Title  T.  use  427(ir 

T:tie  :.  use.  162-l(ai" 

Tne  Federal  Coal  Mine  Health  and  Safetv  Act  of  1969" 

Tne  National  Traffic  and  Motor  Vehicle  Safety  Act  of  1966" 

The  National  Science  Foundation  Act  of  1950  . 

The  Atomic  Energv-  Act  of  1954" 

The  National  Aeronautics  and  Space  Act  of  1958". 
"The  Coal  Research  and  Development  Act  of  1960" 

The  Heiium  Act  Amendments  of  1960". 

The  Arms  Control  and  Disarmament  Act  of  1961". 

The  Appalachian  Regional  Development  Act  of  1963" 

The  Federal  Nonnuclear  Energy  Research  and  Development  Art  of  1974". 

The  Tennessee  Valley  Authority  Act  of  1933". 

The  Consumer  Product  Safetv  Act". 

■Title  30.  use.  323" 

■  The  Resources  Conservation  and  Recovery  Act  of  1976" 

The  Electric  and  Hvbrid  Vehicle  Reseairch,  Development,  and  Demonstration  Act 
of  1976" 

"Public  Law  9.=>-39" 

"The  Water  Research  and  Development  Act  of  1978" 

Sec  607   Effective  Date 

Section  607  provides  that  the  Act  shall  take  effert  on  the  first  day  of  the  seventh 
month  beginning  after  enactment   Implementing  regulations  may  be  issued  earlier 

Statement  of  Purpose  and  Need 

Government  patent  policy  with  respect  to  allocation  of  rights  in  patentable  inven- 
tions resulting  from  federally  sponsored-  or  supported  research  and  development 
Dears  a  major  responsibility  for  the  pace  of  industrial  mnovation  in  the  nation  today 
dj  a  result  of  the  substantial  amount  of  research  and  development  work  performed 
vinoer  contract  with  the  government  and  by  government  employees. 

Patents  can  serve  several  important  functions  in  the  mnovation  process.  First, 
t.iev  provide  the  innovator  with  an  incentive — a  monopoly  limited  in  time.  Second. 
:ne  exclusive  rights  provided  by  a  patent  can  stimulate  a  firm  to  make  the  often 
risky  investment  that  is  required  to  bring  an  invention  to  market  Finally,  a  patent 
provides  an  important  method  for  disclosure  to  the  public  of  mformation  about 
inventions  and  their  uses 

In  an  October  31.  1979  Industrial  Innovation  Message  to  the  Congress  the  Presi- 
aent  said: 

■  For  over  thirty  years  the  Federal  agencies  supportmg  research  and  development 
in  mdustry  and  universities  have  had  conflicting  poliaes  govemmg  the  disposition 
ot  pertment  rights  resultmg  from  that  work.  This  confusion  has  seriously  inhibited 
the  use  of  those  patents  in  mdustry.  To  remove  that  confusion  and  encourage  the 
use  of  those  patents  I  will  support  uniform  government  patent  legislation.  That 
legislation  will  provide  exclusive  licenses  to  contractors  m  specific  fields  of  use  that 
inev  agree  to  commercialize  and  will  permit  the  government  to  license  firms  in 
oiner  fields.  If  the  licensee  fails  to  commercialize  the  invention,  the  government  will 
retain  the  right  to  recapture  those  rights.  I  will  also  support  the  retention  of  patent 
ownership  by  small  businesses  and  universities,  the  prime  thrust  of  legislation  now 
iR  Congress,  in  recognition  of  their  special  place  m  our  society." 

This  bill  contains  the  uniform  government  patent  legislation  the  President  an- 
nounced. It  is  organized  into  three  operative  titles:  Title  II— Contract  Inventions; 
Title  III— Inventions  of  Federal  Employees;  and  Title  TV- Licensmg  of  Federally- 
Owned  Inventions. 

Contractor  Inventions— Tttlb  II 

Background 

Since  World  War  II.  the  Federal  government  increasingly  has  supported  the 
overall  research  and  development  effort  of  the  United  States.  At  least  initially,  the 
patent  policies  of  the  Federal  government  generally  were  fashioned  without  any 
central  guidance  or  coordination. 

As  the  size  of  the  Federal  government's  research  and  development  effort  in- 
creased, individual  government  agencies  reacted  differently  to  the  problem  of  allo- 
cating rights  to  contractor-made  inventions.  Some  agenaes.  notably  the  Department 
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of  Defense,  acquired  a  royalty-free  license  to  contractor  inventions  and  permitted 
the  contractor  to  retain  title,  or  what  otherwise  might  be  described  as  exclusive  - 
commercial  rights.  Other  agencies  fmancmg  research  of  interest  w  the  pnvate 
sector,  such  as  the  Department  of  Health.  Exiucation.  and  Welfare,  decided  to 
acquire  all  of  the  patent  rights  to  inventions  made  by  their  contractors  Some 
agencies  did  not  explicitly  address  the  issue,  thereby  permitting  their  contractors  to 
obtain  all  patent  nghts  to  mventions. 

.■\s  the  Congress  became  more  concerned  with  rights  in   inventions  made  with 
government  support,  it  enacted  differing  legislative  policies  for  new  research  and 
development  programs.  In  some  instances  the  Congress  provided  guidance  for  the  , 
entire  research  and  development  effort  of  an  agency,  m  others  only  for  a  specified 
program.  Most  often,  the  Congress  required  the  Federal  government  to  cake  title  to  '■'■ 
all  contract  mventions.  ^ 

The  1963  Presidential  statement 

As  the  issue  developed  prior  to  1963,  most  participants  in  discussions  of  govern-  ' 
ment  patent  policy  advocated  either  that  all  patent  rights  be  given  to  the  goven- 
ment  or  that  they  all  be  given  to  the  contractor  (except  for  a  royal-free,  nonexclu-  . 
sive  license  for  the  government's  own  use)  In  1963,  President  Kennedy  issued  a  • 
Statement  on  Govenment  Patent  Policy  m  an  effort  to  achieve  greater  congruence  ') 
in  agency  practices.'  The  policy  applied  to  the  research  and  development  programa  | 
of  all  Federal  agencies  except  where  specific  statutory  requirements  intervened.  Th«. 
large  number  of  diiTermg  statutes  made  it  impossible  for  the  policy  to  achieve' ./g 
uniformity. 

The  1963  Statement  took  the  approach  of  classifying  contractmg  situations  into'* 
two  categories:  one  in  which  the  public  interest  presumptively  would  be  served  best  ' 
by  government  acquisition  of  title;  another  in  which  title  best  would  be  acquired  hy^ 
the  contractor.  Recognizing  that  the  Statement  was  based  on  a  limited  amount  <^ 
mformation.  exceptions  were  provided  to  the  general  rules  and  safeguards  were.? 
established  to  protect  the  public  interest  against  possible  undesirable  results  *S 

An  unsuccessful  attempt  at  legislatively-mandated  uniformity  was  made  in  1965.*^ 
Congressional  hearings  on  the  then  proposed  legislation  resulted  in  a  bill  providing 
for  a  uniform  policy  substantially  embodying  the   1963  Statement.  The  bill  w^ 
reported  out  of  committee,  but  no  further  Congressional  action  was  taken 

In  late  1965.  the  Federal  Council  for  Science  and  Technology  iFCST)  establishe 
the  Committee  on  Government  Patent  Policy  m  order  to  assess  how  the  li ' 
Statement  had  worked  in  practice,  to  acquire  and  anaivze  additional  informatio 
that  would  contribute  to  the  reaffirmation  or  modification  of  the  Statement,  and 
identify  principles  that  should  underline  sound  legislation  in  this  area.  The  Comi 
tee,  formed  in  response  to  Congressional  pressure  for  an  Admmistration  position  ■ 
uniform  government  patent  policy  legislation,  provnded  a  forum  for  senior  pol 
level  officials  to  develop  such  a  position. 

The  Committee  supported  what  is  perhaps  the  most  extensive  study  ever  condi 
ed  of  the  government  patent  policy  issue.  The  results  of  this  study,  conducted 
Harbridjge  House,  Inc.,  of  Boston,  Massachusetts,  are  reported  m  four  vok 

Based  upon  its  analysis  of  the  Harbridge  House  study  and  operating  experic 
under  the  1963  Statement,  the  Committee  concluded  that,  with  mmor  revisons, 
criteria  specified  in  the  Statement  were  satisfactory   Accordingly,  in  1969  the 
mittee  recommended  that  legislation,  if  proposed,  should  follow  the  basic  criteria  I 
the  1963  Statement.  Alternatively,  the  Committee  recommended  modification  off 
1963  Statement  primarily  directed  toward  mcreasmg  the  flexibility  of  Federal 
cies  with  regard  to  the  allocation  of  patent  rights  and  providing  direction  w 
agencies  with  regard  to  the  licensing  of  federally-owned  inventions.  In  1971  ~ 
dent  Nixon  issued  a  revised  Statement  on  Government  Patent  Policy  incorporat 
modifications  recommended  by  the  Committee  ♦ 


■  Memorandum  and  Statement  of  Govenment  Patent  Polirv  Issued  by  President  John., 
Kennedy  on  October  10.  1963.  (Published  F.R..  Vol.  28,  No.  200,  October  1963  ) 

'  S.  1809  On  April  23,  1%5.  Senator  McClellan  mtroduced  ui  the  89th  Congreas,  Ist  : 
Bill  "To  Establish  a  Uniform  National  Policy  Concerning  Property  Ri«hu  to  Invenuoni  _ 
Through  the  Expenditure  of  Public  Funds,  and  For  Other  Purpoees."  The  Bill  was  amended  i 
accepted  by  the  Senate  Judiciary  Committee  as  the  "Federal  Inventions  Act  of  1966  "  CSo  ' 
by  full  Senate.) 

•Government  Patent  Policy  by  Harbridge  House.  Inc..  Boeton  Mass.  Volumes  I-FV,  May 
1968  Superintendent  of  Documents.  US  Printing  OfTice.  Washington,  DC  20402— Contract  1 
7-35087. 

<  Memorandum  and  Sutement  on  Government  Patent  Policy  Issued  by  President  Ricb 
Nuion  on  August  23,  1971,  (Published  F.R.,  Vol.  66.  No,  166.  August  26,  1971.) 
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Lommission  on  Government  Procurement 

In  November  of  1969.  the  Confess,  by  Public  Law  91-129.  established  the  Com- 
mission on  Government  Procurement  to  studv  and  recommend  methods  to  promote 
:ne  economy,  efficiency  and  effectiveness"  of  procurement  bv  the  executive  branch 
o!  tne  Federal  government  Industry,  trade  and  bar  associations,  individuals  mem- 
oers  ot  the  Executive  Brancn.  and  a  full-time  staff  a&sigmed  to  the  Commission 
,LS:;istea  It  in  tne  aeveiopment  of  the  Commission  Report  submitted  to  the  Congress 
:■.  Decemoer  r.  197:'  The  bipartisan  report  contained  1-59  recommendations,  slx- 
:een  oi  whicn  related  to  patent,  data,  and  copyright  matters 

Recommendation  No    1  of  Part  I.  \'olume  IV  of  the  Report  states: 
I.-npiement   the    revised    Presidential   Statement  of  Government   Patent    Policv 
Dromptiy  ana  uniiormly  ' 

Recommenaation  No  _'  states; 
Enact  legislation  to  make  clear  the  authonty  of  all  agencies  to  issue  exclusive 
.icenses  under  patents  held  bv  them.  ' 

Recommendation  No  1  was  implemented  in  part  by  the  issuance  of  the  FPMR 
licensing  regulation!  and  the  FPR  (standard  patent  nghts  clause'"  However, 
jcnievement  of  uniformity  would  have  required  the  repeal  of  all  conflicting  statu- 
lorv  provisions  As  with  Recommendation  2.  this  would  require  legislation. 

In  September  1975.  the  FCST  Committee  on  Government  Patent  Policy  decided  to 
rreoare  drafts  of  am  Administration  bill  to  implement  these  recommendations  of  the 
Commission  s  reoort.  Leeislation  substantially  based  upon  the  Committees  work 
was  introduced  into  the  ninety-fifth  Congress  by  Representative  Thornton:  hearings 
were  held,  but  no  further  action  was  taken. 

Lkimestic  Policy  Review  of  Industrial  Innovation 

Early  in  the  Carter  Administration,  the  Committee  on  Intellectual  Propertv  and 
Iniormation  iCIPIi.  the  Feoeral  Coordinating  Committee  for  Science.  Engineering. 
and  Technology  s  successor  to  the  Committee  on  Government  Patent  Policy,  began 
worKine  to  aevelop  an  Administration  position  on  government  patent  policy  Follow- 
.nz  tne  initiation  of  tne  Presiaent  s  Domestic  Policy  Review  of  Industrial  Innovation 
.1   May   of   197f,   this   effort   was  coordinated   wath   the   Domestic    Policy    Review. 

.\s  part  of  President  Carter  s  Domestic  Policy  Review  of  Industrial  Innovation,  an 
assessment  was  made  of  tne  effect  on  such  things  as  contractor  participation  in 
covernment  researcn  and.  aeveiopment  work  and  the  commercial  development  of 
inventions  made  wnth  government  support  of  existing  government  policies  with 
resoect  to  tne  disposition  of  rights  in  patentable  inventions  made  m  the  course  of 
'eaeraiiv-supported  research  and  development  work.  CIPI  concluded  that  govern- 
ment ownership  of  inventions  with  the  offer  of  unrestricted  public  use  has  resulted 
in  aimost  no  commercial  application  of  federally-owned  inventions.  Wittiout  exclu- 
sive commercial  nghts.  investors  are  unwilling  to  take  the  risks  of  developing  a 
leaeraliy-eenerated  invention  and  of  creating  a  market  for  it.  Thus,  ironically,  free 
DuDiic  right  to  use  a  patent  results,  in  practical  terms,  in  a  denial  of  the  opportunity 
•.0  use  the  invention.  Second,  many  contractors,  particularly  those  with  strong 
oacKeround  patents  and  experience,  are  unwilling  to  undertake  work  leading  to 
ireeiy  available  patents  because  this  policy  would  compromise  their  proprietary 
position  Thus,  some  of  the  most  capable  performers  will  not  undertake  the  govern- 
ment work  for  which  they  are  best  suited. 

.\i  a  result  of  the  strength  of  these  considerations,  most  agencies  have  the 
au•..^o^lty,  m  at  least  some  circumstances,  to  provide  exclusive  commercial  rights  to 
contractors.  This  issue,  however,  has  been  unsettled  for  a  generation  because  of  the 
c.Micuuy  of  balancing  competing  considerations,  and  because  various  agencies  oper- 
ate under  different  and  contradictory  statutory  guidance.  The  uncertainty  and  lack 
V'_  uniformity  in  policy  itself  has  had  its  negative  effect  upon  the  commercialization 
•^f  tecnnologies  developed  with  Federal  support.  Title  11  of  the  present  bill  reflects 
ine  President's  decision  with  respect  to  these  issues. 

I.VVENTIONS    OF    FEDERAL    EMPLOYEES— TlTLE    III 

In  1950.  President  Truman,  in  an  attempt  to  bring  about  consistency  in  the 
allocation  of  rights   to   inventions   made  by   Federal  employees,   issued   Executive 


'  Volumes  1-IV.  Report  of  the  Commission  on  Government  Procurement.  Supenntendent  of 
documents.  U.S.  Pruitmg  Office.  Washington,  DC.  20402.  Stock  Nos.  5255-00002;  5255-00003. 
o:o,>-(W<JOj.  and  5255-00006 

•Amendment  A-16  to  Federal  Property  .N  aitagemeot  Reguiationa  Issued  January  29,  1973 
'F  R  .  Vol.  38.  No  23.  Februan.-  .5.  1973 

,     .\mendment  116  lo  Federal  Procu:ement  Regulations  issued  August  29.  1973  iF  R.  Vol.  38.  No 
"0.  September  -1.  1973.' 
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Order  10096 '  Generally  based  on  conimon  law  principles  for  allocatmg  invenuon 
rights  to  employees  in  situation  not  covered  by  contract,  this  Executive  Order 
applied  to  most,  but  not  all.  Federal  employees.  The  order  was  held  to  be  an 
unconstitutional  encroachment  on  Congress'  power  in  Kaplan  v  Johnson.  409  p* 
Supp.  190  (N.D.  111.  1976).  This  decision  was  reversed,  however,  by  the  court  of' 
appeals  on  the  ground  that  Congress  had  authorized  the  promulgation  of  the  Execu-' 
nve  Order  through  its  enactment  of  Sections  301,  3301,  and  7301  of  Title  5  of  the- 
United  States  Code.  Kaplan  v.  Corcoran.  545  F.2d  1073  f7th  Cir.  1976 1.  The  present* 
bill  codifies  longstanding  Federal  practice  m  this  sirea. 

Licensing  of  Fzde3iaixy-Owned  Inventions— Tttle  fV' 
Federal  Property  Management  Regulations  (FPMR)  ^ 

Section  2  of  the  1971  Statement  directed  the  Administrator  of  General  Services  to 
issue  regulations  for  the  comprehensive  licensmg  of  federally-owned  inventions.  In 
January  1973.  the  Admmistrator  issued  an  amendment  to  the  FPMR  concerned' 
with  the  licensmg  of  federally-owned  mventions.' 

The  validity  of  this  regulation  was  challenged  bv  a  complaint  filed  m  the  Umted  - 
States  District  Court  for  the  District  of  Columbia  by  Public  Citizen.  Inc.,  andc 
others."  The  complaint  alleged  that  the  exclusive  licensmg  of  federailv-owned  pat^ 
ents  constituted  a  disposal  of  property  in  violation  of  Article  IV.  Section  3.  Clause  2 
of  the  Constitution.  The  District  Court  found  for  the  piamtiffs.  directmg  the  Admin- 
istrator to  take  immediate  steps  to  void  the  licensing  regulations.  This  the  Admini*- 
trator  did."  ' 

On  appeal  by  the  government,  the  court  of  appeals  held  that  the  plaintiffs  were" 
without  standing  to  sue,  and  reversed  the  judgment  of  distria  court."  The  Admiiii»? 
trator  then  reinstated  the  licensmg  regtilations."  Since  the  court  of  appeals  did  not- 
reach  the  merits  of  the  plaintiffs'  complamt.  the  legality  of  any  exclusive  license 
granted  by  a  Federal  agency  under  authority  of  this  regulation  remains  untested. 
Federal  Procurement  Regulations  iFPR)  \ 

Following  the  issuance  of  the  1971  Statement,  regulations  providine  for  standard' 
patent  rights  clauses  for  use  by  all  Federal  agencies  were  drafted  and  subsequently* 
promulgated  by  the  Administrator  of  General  Services  in  August  of  1973  "  The. 
validity  of  these  regulations  also  was  challenged  bv  Public  Citizen,  Inc.,  in  the 
United  States  District  Court  for  the  District  of  Columbia  "  The  complaint  alleged- 
that,  whenever  the  government  acquired  less  than  title  to  an  invention  made  underj 
government  contract,  the  government,  m  effect,  was  disposmg  of  property  m  viola-, 
tion  of  Article  IV,  Section  3,  Clause  2,  of  the  Constitution.  The  Administrator- 
cancelled  the  regulations  pending  the  outcome  of  the  lawsuit.  *j 

The  district  court  dismissed  the  complaint,  finding  that  the  plaintiffs  lacked^- 
standing  to  sue.  The  plaintiffs  appealed,  but  the  court  of  appeals  affirmed  thai, 
judgment  of  the  district  court.'*  In  May,  1975,  the  regulations  were  reissued.'* 
Again,  however,  no  final  judgment  was  had  as  to  the  merits  of  the  complainlB| 

The  present  bill  provides  for  a  comprehensive  scheme  for  the  commercialization 
federally-owned  patent  rights  in  the  public  interest. 
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Following  the  President's  Message  to  the  Congress,  a  draftmg  committee  of 
members  from  the  Departments  of  Commerce,  Energy,  and  Justice,  the  Nation 
Science  Foundation,  and  the  Office  of  Science  and  Technology  Policy,  met  for  a^ 

•  Cxecuuve  Order  10096:  "Providiixg  for  a  Uaifonn  Poucy  for  the  Govemment  with  Reaped  — "" 
Invenuons  Made  by  Government  Employees  and  for  the  Administration  of  Such  Policy,"  ~ 
dent  Harry  S.  Tniman.  JaBuary  23.   1^50  (3  CFR,   1949-1953  Comp  .   p.  292);  aa  amen 
Executive  Order  No.  10930:  "Providing  for  the  Abclisnment  of  the  Government  Patents 
and  Providing  for  the  Performance  of  its  FunCTions, '  President  John  F    Kennedy,  March 
1961  (26  F.R.  2583,  ^  arch  28.  1961). 

•  See  note  6,  p.  33. 

"Public  atuen.  Inc.  v.  Sampton  (C.A.  No.  781-73  U5.D.C.D.C.), 
"  FPMR  Temp.  Reg.  A-10  to  Federal  Property  Management  Regulations  Issued  February 

1974  iFR..  Vol.  39.  No.  34,  February  19,  1974). 

■» Sampton  v.  Publu  attzen.  Inc.  (C.A.  No.  74-1619  DC  Cir.). 

"  Amendment  A-10  to  Federal  Property  Management  Regulations  Issued  October  1,  19^1 
(T.R.,  Vol.  40.  No.  199.  October  14,  1975)  — 

'*  See  note  7  above.  ■/  * 

"  Public  atuen.  Inc.  v  Sampton  (C  A   No  74-303  U  S.D CD  C.) 

"  Public  Citizen,  ihc.  v  Sampaon  (C  A.  No  74-1849  D  C  Cir  i 

"  Amendment  147  to  Federal  Procurement  Regulations  Issued  ^  av  1.  1975  iF  R  .  Vol  40.  Sd 
89,  May  7,  1975). 
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period  of  several  weeks  to  develop  statutory  language  embodying  the  President's 
policy  Their  draft  twice  was  circulated  for  comment  to  other  Federal  agencies 
The  present  bill  stems  from  the  belief  that  mventions  resulting  from  federally- 
supported  research  and  development  constitute  a  vaduable  national  resource:  that 
Federal  policy  with  respect  to  the  allocation  of  patent  rights  in  such  mventions 
should  seek  to  stimulate  innovation,  promote  contractor  participation  in  govern- 
ment research  and  development  work,  foster  competition,  recognize  the  equities  of 
government  contractors  and  Federal  employee-inventors,  auid  provide  small  busi- 
nesses and  nonprofit  organizations  with  special  incentives. 

This  bill  establishes  a  uniform  policy  regulating  the  allocation  and  use  of  inven- 
tion riehts  that  belong  to  the  Government.  It  eliminates  the  piecemeal  and  often 
conflicting  approach  to  this  subject  that  has  developed  through  a  combmed  s>'stem 
of  regulation  by  general  Presidential  guidance  and  specific  program -by- program 
5tatutor>-  direction  The  bill  amends  or  repeals  all  other  Acts  and  supersedes  all 
Presidential  memoranda  and  Executive  Orders  concemmg  the  allocation  of  Inven- 
tion rights  resultmg  from  federally  sponsored  or  supported  research  and  develop- 
ment and  the  licensmg  of  federally-owned  patent  rights. 

Title  I  states  as  the  primary  purpose  of  the  bill  the  establishment  of  an  effective 
Federal  system  for  management  and  use  of  inventions  that  result  from  federally 
sponsored  or  supported  research  and  development,  based  on  the  finding  that  such 
inventions  constitute  a  valuable  national  resource  which  should  be  developed  in  a 
manner  which  stimulates  innovation  and  recognizes  the  equities  of  Federal  employ- 
ees and  contractors  while  safeguarding  the  public  interest. 

Title  II  of  the  bill  allocates  rights  between  contractors  and  the  Government  in 
inventions  resulting  from  federal  research  and  development  contracts.  When  the 
contractor  is  a  sm^l  business  or  a  nonprofit  organization,  it  may  elect  to  acquire 
title  in  the  invention  in  any  country  in  which  it  files  a  patent  application.  Other 
contractors  will  receive  exclusive  licenses  to  practice  contract  mventions  in  what- 
ever fields  of  use  they  choose  to  specify  and  agree  to  commercialize  m  whatever 
countries  in  which  they  file  patent  applications  as  long  as  their  acquisition  of  such 
licenses  would  not  conflict  with  the  requirements  of  the  agency's  mission,  the 
national  security,  or  the  Federal  antitrust  laws. 

When  the  contractor  receives  title  in  or  exclusive  licenses  to  practice  an  inven- 
tion, the  Government  will  receive  a  nonexclusive,  royalty-free,  world-wide  right  or 
license  to  practice  the  mvention  or  have  it  practiced  for  the  Government.  In  addi- 
tion, the  Government  will  receive  as  to  each  invention  the  right  to  terminate  the 
contractor  s  title  or  exclusive  license,  to  require  the  contractor  to  grant  appropriate 
licenses  or  sublicenses  on  reasonable  terms  to  responsible  applicants,  or,  if  neces- 
sary, to  grant  such  licenses  itself.  The  Government  may  exercise  this  march-in  right 
only  if  the  contractor  fails  to  commercialize*  the  invention,  if  necessary  to  protect 
the  national  security,  if  necessary  to  meet  requirements  for  public  use  specified  by 
Federal  regulations,  if  the  contractor's  rights  in  the  mvention  would  violate  the 
antitrust  laws  were  those  rights  deemed  an  acquisition  of  assets  of  another  corpora- 
tion, or  if  the  contractor  fails  to  comply  with  the  reporting  requirements  imposed  by 
the  responsible  agency. 

The  Office  of  Federal  Procurement  Policy  is  instructed  to  direct  the  issuance  of 
regulations  to  implement  Title  II.  The  regulations  will  establish  a  standard  patent 
nehts  clause  allocating  invention  rights  in  according  with  the  provisions  of  Title  II. 
Generally,  this  clause  will  be  included  in  Federal  research  and  development 
contracts. 

The  contracting  agency  may  deviate  from  the  standard  patent  rights  clause  m 
furtherance  of  the  agency's  mission  and  the  public  interest.  The  agency  may  deviate 
on  a  class  basis  in  accordance  with  the  regulations  issued  under  the  direction  of  the 
Office  of  Federal  Procurement  Policy,  and  unless  prohibited  by  those  regulations, 
the  agency  also  may  deviate  on  a  class  basis  pursuant  to  regulations  that  it  issues 
Itself.  All  other  deviations  must  be  authorized  by  the  head  of  the  agency  or  a 
designee  on  a  case-by-case  basis  and  must  be  described  in  the  Federtd  Register. 
Such  a  deviation  may  permit  the  Government  to  acquire  lesser  or  greater  rights 
in  an  invention  than  it  normally  would  receive  under  Title  II.  The  agency  may  not, 
however,  waive  the  Government's  right  to  terminate  the  contractor's  title  or  exclu- 
sive license  for  antitrust  or  national  security  reasons. 

Title  III  of  the  bill  allocates  rights  between  Federal  employees  and  the  Govern- 
ment in  reported  inventions  made  by  Federal  employees.  If  necessary  to  protect  the 
national  security,  the  Government  will  acquire  aJl  rights  in  an  invention  that  was 
made  with  Federal  support.  In  addition,  the  Government  will  acquire  all  rights  m 
any  invention  that  bears  a  direct  relation  to  the  duties  of  the  employee-inventor  or 
*as  made  as  a  consequence  of  the  employee's  employment.  The  bill  creates  a 
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rebuttable  presumption  that  the  invention  waa  made  incidental  to  the  employee 
employment  when  the  inventor  was  employed  or  assigned  to  invent,  improve,  c 
perfect  any  patentable  matenai;  conduct,  supervise,  or  coordinate  federally  spcA 
sored  or  supported  research  or  development  work;  or  act  as  a  liaison  among  agen 
cies  or  mdmduals  engaged  in  such  work.  Although  the  Government  mav  receive  al 
rights  in  a  particular  invention,  if  the  agency  finds  insufTicient  interest  in  thi 
invention  to  justify  exercismg  those  nghts,  it  may  assign  some  or  ail  of  them  to  th< 
employee-inventor.  Such  an  assignment,  however,  will  be  subject  to  the  Cover 
ment's  reserved  nonexclusive,  royalty-free,  world-wide  right  to  practice  the  inven 
tion  or  have  u  practiced  for  the  Government.  " 

In  ail  other  situations  in  which  an  mvention  was  made  with  Federal  support.  th< 
employee-mventor  will  receive  all  nghts  in  the  invention,  subject  to  the  Govern 
ments  national  security  rights  and  the  Government's  nonexclusive,  royalty-fi 
world-wide  license  to  practice  the  invention  or  have  it  practiced  for  the  Govern 
ment  j 

The  employee-inventor  is  entitled  to  all  rights  in  any  invention  that  was  not  mad« 
with  Federal  support. 

Finally,  although  the  Government  may  be  entitled  to  receive  all  rights  in 
invention,   an  agency  may  enter   into  agreements  providmg  for  the  appropriata 
allocation  of  rights  in  inventions  that  result  from  research  or  development  to  whicl^ 
other  parties  have  contributed  substantially.  i 

Regulations  issued  by  the  Secretary  of  Commerce  wUl  provide  for  the  review  ci^ 
agency  determinations  allocating  rights  in  employee  inventions  whenever  thi 
agency  determines  not  to  acquire  all  nghts  in  an  invention  or  an  aggrieved  eifl! 
ployee-inventor  requests  a  review  -' 

Title  in  also  authorizes  the  establishment  of  a  monetary  incentive  awards  pnS 
gram  for  the  purpose  of  stimulatmg  the  production  and  disclosure  of  employe* 
inventions.  An  additional  incentive  provision  in  the  bill  authorizes  agencies  to  share 
income  received  from  any  patent  license  with  the  employee-inventor  * 

Title  rV  provides  the  authonties  and  responsibilities  in  Federal  agencies  necea^ 
sary  to  administer  effectively  a  program  or  programs  for  the  domestic  and  foreigg 
licensing  of  federally-owned  patent  rights.  Exclusive  and  partially  exclusive  licenaea 
may  be  granted,  but  only  after  public  notice  and  opportunity  for  filing  writted 
objections  and  only  if  the  responsible  agency  determines  such  licensmg  is  necessary 
to  commercialize  the  mvention  No  license  may  be  granted  if  the  responsible  agency 
determines  that  the  granting  of  the  license  would  create  a  situation  violative  of  the 
antitrust  laws.  i 

Title  V  addresses  a  variety  of  housekeeping  issues  raised  by  other  titles,  d 
authorizes  any  exclusive  licensee  under  the  bill  to  enforce  its  rights  by  bnnging  suii 
without  joining  th-^  United  States  as  a  party.  The  exclusive  licensee,  however,  must 
notify  the  Attorney  Generjil  and  the  agency  that  granted  the  license  and  serve  th^ 
Government   with  copies  of  all   papers  as  though   it  were  a   party  to  the  su"  ' 

Title  V  provides  that  the  bill  may  not  be  construed  so  as  to  deprive  an  owner 
Its  rights  under  any  background  patent. 

Title  V  also  provides  that  an  agency  may  decide  to  terminate  the  title  or  excli 
sive  license  received  by  a  person  under  Title  II  or  IV  only  after  public  notice  and 
opportunity  for  a  hearing  in  which  the  United  States,  any  agency,  or  any  inte 
person  may  participate.  The  agency  will  issue  the  rationale  for  any  such  decision 
wnting. 

The  United  States  or  any  participant  adversely  affected  by  any  agency  deciaii 
requiring  public  notice  and  opportunity  for  a  hearing  may  appeal  the  decision  to  t 
United  States  Court  of  Claims.  The  Court  of  Gaims  will' have  exclusive  jurisdictii 
to  determme  the  matter  de  novo  and  to  affirm,  reverse,  or  modify  the  agei 
determination.  •  ' 

Title  V  states  that  nothing  in  the  bill  creates  any  immunities  or  defenses 
actions  under  the  antitrust  laws. 

Title  V  also  set:  forth  the  authority  of  Federal  agencies  to  obtain,  patent,  lii 
'.rainsfer,  £md  accept  federally-owned  patent  nghts.  It  also  provides  the  Secretary 
Commerce  with  authority  to  assist  other  Federal  agencies  and  to  otherwise  ei 
in  efforts  to  stimulate  the  transfer  to  the  private  sector  of  potentially-val 
federally-owned  technology. 

Finally,  Title  V  defines  the  vanous  terms  used  in  the  bill,  includes  a  list  of 
statutes  that  the  bill  either  will  repeal  or  amend,  and  provides  for  the  effective 
ofthebUl. 

CONCLUSIONS 

Enactment  of  this  bill  would  stimulate  the  industrial  innovation  process  by 
tnbutmg  to  the  more  effective  utilization  of  mventions  made  in  the  course 
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.'ovemment-supported  research  and  development  work.  Further,  tne  bill  would  re- 
loive  ionestanding  policy  issues,  answers  to  which  the  Congress,  the  Executive 
Branch,  industr.-,  and  the  public  generally  actively  have  sought  for  a  generation. 
"^■'•e  bill  '.s  designed  to  reduce  the  administrative  burden  now  imposed  upon  contrac- 
■c-s  and  government  agencies  alike  Further,  the  bill  responds  to  the  Commission  on 
,r->vemment  Procurement  recommendations,  set  forth  in  the  bipartisan  report  to 
—  -  Congress    mat  legislation  be  enacted  which  would  make  uniform  the  Federal 

-actices  in  the  area  of  allocating  the  rights  of  contract  inventions  and  make  clear 
•-e  government  s  authoritv  to  grant  exclusive  licenses  under  federally-owned  inven- 
■  ons  The  bill  also  would  codifv  the  basic  policy  concepts  of  Executive  Order  100%, 

-e  provisions  of  which  uniformily  would  be  applicable  to  all  Federal  employees.  In 
adaiticn.  passage  of  this  BUI  would  overcome  any  remaining  legal  questions  raised 
'V  oast  litieation 

k  15  anticipated  that,  following  implementation  of  the  Act.  greater  commercial 
use  vkTll  be  made  of  the  technology  resulting  from  the  Federal  government's  re- 
^<^arch  and  development  effort,  in  turn  creating  additional  employment,  a  higher 
-Lanaard  of  living,  and  an  overall  economic  benefit  to  the  United  States  as  a  whole, 
*nile  protecting  the  public  against  any  possible  wrongful  contractor  conduct. 

Senator  Stevenson.  Thank  you,  sir. 

Well,  I  would  like  to  try  to  understand  this  approach  a  little 
Detter.  I  started  with  a  strong  preference  for  a  conceptually  clean- 
er more  far-reaching  bill.  You  make  distinctions  for  small  busi- 
nesses. Are  they  defined  in  the  same  way  as  in  the  Judiciary 
Committee  bill?  How  small  is  small? 

Dr  Baruch.  The  bill  uses  the  SBA  definition,  Senator  Stevenson, 

which  I  think  is  500  people.  ,     .        .    .         „ 

Senator  Stevenson.  That's  implemented  by  regulation,  is  it  not.' 

In  effect,  it  will  be  delegated  to  SBA  to  determine  who  gets  what 

rights  to  Government-financed  research? 

Dr.  Baruch.  That's  an  interesting  point.  If  that  concerns  you,  we 
can  certainlv  put  a  more  specific  definition  in  the  bill. 

Senator  Stevenson.  I  don't  know  how  much  it  concerns  me  at 
the  moment.  It's  something  that  I  don't  feel  very  comfortable  with, 
and  I  shouldn't  think  it  would  make  businesses  very  comfortable. 
Mr.  Herz.  Senator  Stevenson,  I  have  doublechecked  here.  I  be- 
lieve that  is  essentiallv  the  same  defmition  that  is  in  the  Bayh- 
Dole  bill.  It  may  be,  however,  that  it  would  be  better  to  have  a 
more  precise  defmition. 
Senator  Schmitt.  Or  less  precise. 
Mr.  Herz.  Possibly. 

Senator  Stevenson.  Another  aspect  of  this  that  puzzles  me:  As 
soon  as  you  pass  the  threshold,  wherever  it  is,  you  get  punished; 
vou  get  punished  by  success.  If  a  small  company,  as  a  result  of  its 
industry  and  its  initiative,  its  innovation,  becomes  profitable,  it 
gets  punished,  doesn't  it?  r  i-  •       • 

Now,  why  shouldn't  we  be  rewarding  it  instead  of  penalizmg  it 
tor  Its  success?  Take  Itek  Corp..  starting  from  nothing.  As  soon  as 
It  becomes  what  it  is  today,  it  doesn  t  qualify  for  the  benefits 
accorded  small  business  under  your  approach.  'What  is  the  ration- 
ale for  discriminating  agaunst  success? 

Dr  Baruch.  'When  you  put  it  that  way,  Senator,  we  can  never 
find  a  rationale  for  punishing  success  unless  it's  success  at  thievery 
or  some  other  illegal  act. 

No;  that's  not  the  purpose.  The  purpose  is  not  to  punish  success. 
Nor  do  we  think  it  would  be  perceived  as  punishment  by  many  of 
the  companies,  most  of  the  companies.  As  the  company  gets  larger, 
the  limit  of  the  span  of  business  in  which  it  can  engage  starts  to  be 
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